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1 Name of medical Pacemaker implantable single-chamber Azure XT SR MRI SureScan, model W2SR01

prodtici

2.1. I're.scrif>lion of a Medical device is a multiprogrammable cardiac device, which monitors and regulates the patient's heart rate, by
metlictil product performing a one-chamber rate-responsive adaptive stimulation with bradycardia.

2.2 Dcscrip(ion ol  Feature summary

(lie principles Pacing features

imdcriying tlic work Auto-adjusting sensitivity - This feature automatically adjusts the sensitivity thresholds after specific paced events
of (he  medical and sensed events occur.
products and their Automatic polarity configuration - This device uses lead impedance measurements to automatically configure
features pacing and sensing polarities during Implant Detection.
Conducted AF Response - This feature regularizes the ventricular rhythm during conducted AT/AF by modifying
the pacing rate on a beat-by-beat basis to closely match the patient’s average ventricular response.
MR SureScan - This feature allows patients with an implanted MR SureScan system, including the device and lead,
to have a safe MRI procedure if the requirements provided in the MR technical manual are followed.
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Rate Profile Optimization — The goal of Rate Profile Optimization is to ensure that the rate response remains
appropriate for the full range of patient activities. This feature monitors the patient’s daily and monthly sensor rate
profiles and adjusts the rate response curves over time to achieve a prescribed target rate profile.

Rate-responsive pacing — This feature varies the pacing rate in response to the patient’s physical motion as detected
by the activity sensor of the device.

RV Capture Management — This feature monitors the right ventricular pacing threshold with daily pacing threshold
searches and, if programmed to do so, adjusts the RV pacing amplitude toward a target amplitude.

Sleep feature — This feature causes the device to pace at a slower rate during a programmed sleep period.
Ventricular Rate Stabilization (VRS) - This feature adjusts the pacing rate dynamically to eliminate the long pause
that typically follows a premature ventricular contraction (PVC).

Monitoring and follow-up features

Cardiac Compass Trends — This feature provides a Cardiac Compass Trends report that shows an overview of the
patient’s condition, with graphs that display long-term trends in heart rhythm over the last 14 months. The report also
includes the OptiVol 2.0 fluid trend data.

Medtronic CareAlert Monitoring - If the device identifies any programmed or automatic CareAlert conditions, this
feature sends a wireless alert signal to the patient monitor (if available). The patient monitor then transmits the
CareAlert Event data to the Medtronic CareLink Network. If configured to do so, the Medtronic CareLink Network
then sends an alert notification to the clinic.

Episode data and EGM storage — The system provides an arrhythmia episode log that enables you to view the
summary and detailed diagnostic data quickly, including stored EGM, for the selected arrhythmia episode.
Flashback memory — This diagnostic feature records intervals that occur immediately prior to tachyarrhythmia
episodes or the most recent interrogation and plots the interval data over time.

Heart Failure Management Report — This report provides an overview of the patient’s condition over the short and
long term, with a focus on heart failure management. The report includes graphs that show OptiVol 2.0 fluid trends
and trends related to heart failure over the last 14 months.

Holter telemetry — This function allows the implanted device to transmit an EGM with marker telemetry continuously
for up to 46 hours, regardless of the use of the programming head.

Implant Detection — Implant Detection is a 30 min period, beginning when the device is placed in the surgical pocket.
During this period, the device verifies lead connection by measuring lead impedance. When the Implant Detection
period is completed, various automatic features and diagnostics are activated.

Lead Monitor — This feature measures lead impedances during the life of the implanted device and controls automatic
configuration of lead polarities at implant. If Lead Monitor is programmed to Adaptive, the device automatically
switches bipolar pacing and sensing to unipolar pacing and sensing if the integrity of a bipolar lead is compromised.
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OptiVol 2.0 fluid trends — This feature provides the capability to monitor the following trends:

® The Thoracic Impedance trend plots thoracic impedance for up to 14 months.

® The OptiVol 2.0 Fluid Index trend plots the accumulated differences between the Daily Impedance and Reference
Impedance values. Possible fluid accumulation in the patient’s thoracic cavity exists when the OptiVol 2.0 Fluid Index
exceeds the OptiVol Threshold.

Rate Histograms report — This report shows heart rate range distributions for the patient.

Data security

Medtronic has designed safeguards to protect patient information and device data for the Astra XT SR MRI SureScan
Model X2SRO01 device.

Bluetooth communication system — The device shows its availability through Bluetooth communication. Critical
data accepted or sent through the Bluetooth communication from the device is encrypted by the device before it is sent
over the Bluetooth channel. The device responds only to authorized commands.

Inductive telemetry communication system — The Medtronic inductive telemetry communication system is used
with the clinician programmer to interrogate and program the device. It can also be used to interrogate the device for
remote monitoring, if available. This system uses short-range communication that protects patient information and
device data.

Pacing mode information

Pacemaker modes are described using the NBG code. The five-letter NBG code, named after The North American
Society of Pacing and Electrophysiology (NASPE) and the British Pacing and Electrophysiology Group (BPEG),
describes the operation of implantable pulse generators. The NBG code, which supersedes the ICHD Code, is described
in Table 1.
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Position: i I i v \%

Category:  Chamber(s) Chamber(s) Response to Rate Modula- Multisite Pac-
Paced Sensed Sensing tion ing®
O = None 0 = None 0 = None 0 = None O= Nqne
A = Atrium A = Atrium T =Triggered R = Rate mod- A =Atrium
V = Ventricle V = Ventricle 1 = Inhibited ulation V = Ventricle
D = Dual D = Dual D = Dual D = Dual
A+V) A+V) (T+1) A+V)

Manufacturers’ S = Single‘s S = Single's
designation (A orV) (AorV)
oniy:

*Medtronic devices do not use the Multisite Pacing code.

~The programmer displays A or V (not S) for chambers paced and sensed.

In medical and preventive treatment facility.

The pacemaker should be used only by or under the supervision of physicians trained.

3. Conditions for use

4. Composition and
list of parts and
accessories*

Implantable pacemaker single chamber Azure XT SR MRI SureScan, model W2SR01 consisting of:

- implantable pacemaker single chamber Azure XT SR MRI SureScan, model W2SR01;

- torque wrench

-Product documentation includes - Device manual; Limited Warranty; Medical procedures and EMI Warnings and
Precautions manual; MRI Technical manual ; Explanation of the symbols IPG and CRT-P devices; Stickers;
Registration card; Medtronic Web Card; CD-ROM.

* Appendix to the Device Manual isn’t included in package content, provided to customer separately on the territory
of Russian Federation, SW030 Programmer software guide and Reference Manual isn’t included in package content,
visit http://manuals.medtronic.com/

Nacemaker implantable single-chzunber Azure XT SR MRI SureScan, model W2SR01

5. Technical details

of medical product Volume® 12.25 e
Mass 225 e
Hx W x o'™* 42.6 mm x 50.8 mm x 7.4 mm
Radiopaque ID RNA
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Medtronic identifier

33.48 cm?

Titanium, polyurethane, silicone rubber
Lithium-hybrid CFx silver vanadium oxide

Surface area of titanium device can
Materials in contact with human tissue
Battery

* Volume with connector holes unplugged.

® Grommets may protrude slightly beyond the can surface.

¢ The radiopaque ID, which includes a Medtronic-identifier symbol, can be viewed in a fluoroscopic image of the
device.

d These materials have been successfully tested for the ability to avoid biological incompatibility. The device does
not produce an injurious temperature in the surrounding tissue during normal operation.

d

Case

Connector

Height Width . : Volume
(o | | e | T | Mo ® | Tt
Single Chamber | 47 6 50.8 74 9.9 25 | 1225
Tolerance +/-10% +/-10% +/-10% +/-10% +/-10% +/-10%

Radiopaq ID drawing and location:
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The torque is limited to 12 to17 in-oz. during first clockwise revolution; it will click when torque value in this range
is achieved

Mass: 8g+05¢g

*Tolerances of dimensions are + 5%, unless otherwise specified

Software

Model of SW - SW030
Version — 8.0 and upper
Safety Class - C

6. The possibility
and ways of

integrating with
other medical
products

The main components of the system are the IPG, SureScan lead(s), and physician programmer. The patient monitor
(available with Astra and Azure models) or wireless monitoring systems (available with Azure models only) are
optional system components allowing patients to communicate IPG data through the CareLink Network to clinicians
for review (Figure 1). The Patient Assistant is also an optional part used for marking symptoms. This clinical evaluation
report (CER) covers the IPG component and the programmer application software, the remaining system components
are covered by separate CERs. Astra and Azure devices sense electrical activity of the patient’s heart using electrodes
in the implanted leads and then analyze heart rhythms based on selectable therapy parameters and provide therapy as
appropriate. These devices also provide diagnostic and monitoring information for physician-directed patient care and
system evaluation. These devices are Magnetic Resonance (MR) conditional and allow Magnetic Resonance Imaging
(MRI) under certain conditions.
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Figure 1: Astra and Azure System Architecture
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Only the physician programmer, using inductive telemetry communication system is capable of programming the
Astra and Azure IPGs.Patients may use the optional Medtronic patient monitor to gather information from their
implanted devices and to send information to their physicians through the Medtronic CareLink Network
(patientinitiated transmissions). The alternative, optional, wireless Bluetooth Low Energy (BTLE) mobile application
(not subject to medical device regulation) and BTLE enabled Medtronic patient monitor (available for Azure models
only) allow device initiated (CareAlerts) and remote scheduled transmissions without patient initiation. The IPG will
only respond to a restricted set of commands, such as interrogation commands. These commands do not allow therapy
parameters to be modified. Data sent from the implanted device through the wireless communication system will be
encrypted in the IPG and will pass through the mobile app to the CareLink server where it is decrypted. The
transmissions between the IPG and CareLink server are encrypted end-to-end.

Description of Accessories and product connected to other devices
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The Astra and Azure MRI Systems may be comprised of the following components:
+ CareLink Programmer Model 2090
o CareLink Encore Programmer Model 29901
s Conexus Activator Model 27901
s MyCareLink Monitor Model 24952
¢ MyCarelink Smart, Model 25000 (Astra only)
e 2020B CareLink Express Monitor
e MyCareLink Heart Model 31302 and Model 31301 (Azure only)
e Commercially available MRI SureScan Right Atrial Pacing Leads'
o Commercially available MRI SureScan Left Ventricular Pacing Leads?
e Model 6725 atrial pin plug (for device port if no right atrial pacing lead is connected)
¢ The same commercially available implant support instruments and accessories used with the predecessor
Advisa DR device systems.

Commercially Available Accessories
The Azure/Astra system will be compatible with the following commercially available system components:
e Model 2290 pacing system analyzer
¢ Model 9466 Patient Magnet
¢ Model DR220 Holter Monitor
s Model PA96000 Patient Assistant

! The connector ports are designed according to the IS-1 standard ISO 5841-3 or the IS4 / DF4 standard ISO 27186. These ports are compatible with the lead configurations as
specified in the product labeling.
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Lead Model
5086MRI
5076

4076
4074/4574
3830

5554

5054

7. EMC Information

Brand Name

CapSureFix MRI SureScan Pace/Sense Lead
CapSureFix Novus MRI SureScan Pace/Sense Lead
CapSureFix Novus MRI SureScan Lead

CapSure Sense MRI SureScan Lead

SelectSecure Model Pacing Lead

CapSure Z Novus Model 5554 pacing lead
CapSure Z Novus Model 5054 pacing lead

Electromagnetic emission

Medical device are intended for use in 1he electromagnetic environment defined below. Buyer or user

medical device shoulc ensure its use in the specified environment.

Electromagnetic emission
test

Radio interference
according to CISPR 11
Radio interference to
CISPR 11

Harmonic components of
the consumed current in
accordance  with IEC
61000-3-2
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Conformity Electromagnetic environment - instructions
Group 1 Medical device should emit electromagnetic energy to perform
the main function.
Class B Medical device are suitable for use in all locations.
Do not use



Voltage fluctuations and Do not use
flicker according to IEC

61000-3-3
Noise immunity
Immunity test The test level of Level of Electromagnetic environment -
IEC 60601 compliance instructions
Electrostatic  Discharge *6 kV - contact + 6 kV - contact  The floors of the room must be made
(ESD) in accordance with discharge discharge of wood, concrete or ceramic tiles. If
IEC 61000-4-2 the floors are covered with synthetic
* 8 kV - air + 8KV -air material, then the relative humidity of
discharge discharge the air should be at least 30%
Magnetic field of 3 A/m 0,3 A/m The magnetic fields of the industrial
industrial frequency frequency must be measured at the
according to IEC 61000- designated installation site to ensure
4-8 that the field strength is sufficiently
low
Immunity test The test level of The actual level Level of compliance
IEC 60601 ofnoise immunity
Conductive noise 3 V (rms) in the 1.7V (rmsvalue) 1V (rms value)
induced by radio- band from 150
frequency kHz to 80 MHz
electromagnetic fields in outside the

frequencies
allocated for the
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accordance with [EC |LPM of HF
61000-4-6 devices
10 V (RMS) in|2.3 V (rms value) | 1 V (rms value)

) | the band from 150
The emitted radio- | 11, 10 80 MHz at | 13 V/M 10 V/m
frequency ) the frequencies
electromagnetic field allocated for the
according to IEC 61000- | | ppr  of high-
4-3 frequency devices

Noise immunity

The test for Noise | Test Level | Level Conformity | Electromagnetic ~ environment -
immunity according to IEC instructions

60601

Electrostatic Discharge

+ 6 kV — contact

+ 6 kV — contact

The floors of the room must be made

(ESR) according to IEC | discharge discharge of wood, concrete or ceramic tiles. If
61000-4-2 + 8 kV —air + 8 kV —air the floors are covered with synthetic
discharge discharge material, then the relative humidity of
the air should be at least 30%.
A magnetic field 3A/m 3A/m The levels of the magnetic field of the
Industrial Frequency industrial frequency must correspond
(50/60 Hz) IEC 61000-4- to the typical conditions of a
8 commercial or hospital environment.
Radio frequency 3V/m 3V/m However, the readings of the weights
Electromagnetic field In the band from built into the bed do not have a
IEC 61000-4-3 80 MHz to 2.5 critical value for the operation of a
GHz medical device:

D = 1,2VP in the band from 26 to 800
MHz

D = 2.3VP in the band from 800 MHz
to 2.5 GHz,
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Where P is the nominal maximum
output transmitter power in Watts
(W) set by the manufacturer, and d -
Recommended spatial clearance in
meters (m). The field strength in the
propagation of radio waves from
stationary radio transmitters from the
results of observations of the
electromagnetic situation should be
lower than the level of compliance in

each frequency band.
Interference may occur near

equipment marked with a sign.

((tia))

This device may not cause harmful
interference, and this to accept any
interference  received, including
interference that may cause undesired
operation of the device. This device
must not cause harmful interference
to radio stations operating in the
400.150-406.000 MHz band and used
for meteorological purposes, for
meteorological satellites and systems
of Earth exploration satellites. This
device must accept any interference
received, including interference that
may cause undesired operation.
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NOTE 1 Higher frequency bands are applied at 80 MHz and 800 MHz.

NOTE 2: This manual is not applicable in all situations. The propagation of electromagnetic waves is
affected by absorption and reflection from structures, objects and people.

8. Materials used for Implantable pacemaker
production of Titanium grade 1, Silicone rubber, Polyurethane
medical device Torque wrench

Polyetherimide, Corrosion resistant steel

Pacemaker implantable single-chamber Azure XT SR MRI SureScan, model W2SRO01 consisting of:

9. Design and
Pacemaker implantable single-chamber Azure XT SR MRI SureScan, model W2SR01

appearance, photo or
image

Torque wrench
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Product documentation
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10. Information on | Sterile barrier systems constructed of uncoated PETG (Glidex) trays, sealed to Oliver 18B coated Tyvek® 1073B
labelling, packaging | porous lid stock and sterilized with ethylene oxide gas. This sterile barrier material configuration 15 common to many
CRDM device models across different product families. Much of the testing that supports the use of packaging
materials and sterile package assemblies is specific to the packaging materials and assemblies, not specific products.
Product specific evidence for sterilization qualification, package performance qualification, labeling, and product
specific requirements can be found in the DHF for each individual product.

CRDM Sterile Barrier systems constructed of uncoated PETG trays, sealed to Oliver 18B coated Tyvek® 1073B
porous lid stock and sterilized with ethylene oxide gas include the IPG/ICD/CRT Device Package and the Dual Entry
Leads Package. Images of these packages follow:
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Package dimensions:
1.Sterile package lid (in inches)
Inner package lid:
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Outer package lid:
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Outer package Drawing with Dimensions:
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*Tolerances of dimensions for each package are £ 5%, unless otherwise specified

Labeling of medical devices packages:

Pacemaker implantable single-chamber Azure XT SR MRI SureScan, model W2SRO! (shelf box and single package
labels)
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Sticker for final package will be added locally in Russia after approval with information below (information
can be changed in accordance with Russian legislation):

Product name (in Russian)

Manufacturer (name) UPN (unique product
number)

Country of origin CFN n (customer facing
number)
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See [FU

RC# date of issue
. ¥

(@)

The below list of symbols applies to various products. Refer to the product package labels to see which symbols apply
to this product.
(((.))) Froducts sd Systems mrotperating radio fiequency
. trannaitters ot intontienally using l,ﬁom
electromaguetic smergy for agnesis or rzoatavent shall
be marked in the form of » sign of non-ienizing radintion

Thin confovmity mark 12 plated on the produces for which
@ the mundatery cortification precedme was carriod ot

Packing materials:
Package part Material
Trays PETG
Lids Tyvek® 1073B
Label on primary package Inkjet paper
Print ink blue Blue ink
Print ink black Black ink

11. Methods and | Sterilized by EO. The Azure and Astra Implantable Pulse Generator (IPG) product family is qualified for 1X - 5X
conditions of | sterilization in the 30-minute 100% EO sterilization process.
sterilization _ time
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maintaining sterility
(for sterile medical
devices produced)

12. Requirements for
the protection of the
environment in the
application of
medical products

Follow local regulations for proper disposal of this product. Do not dispose of this product in the unsorted municipal
waste stream. This product contains materials that can harm the environment. See http://recycling.medtronic.com for
instructions on proper disposal of this product.

Consider the following information related to device explant and disposal:

e To prevent the device from delivering unwanted shocks, interrogate the device and disable tachyarrhythmia detection
before explanting, cleaning, or shipping the device.

e Explant the implantable device postmortem. In some countries, explanting battery-operated implantable devices is
mandatory because of environmental concerns; check the local regulations. In addition, the device may explode if
subjected to incineration or cremation temperatures.

e Medtronic implantable devices are intended for single use only. Do not resterilize and reimplant explanted devices.
e Contact Medtronic for Return Mailer Kits to return explanted devices for analysis and disposal. See the back cover
for addresses.

Note: Disposal of explanted devices or leads is subject to local, state, and federal regulations.

Waste class — B (in accordance with Russian classification) after contact with the body, class A — for waste not on
contact with the body.

13. Information
about manufacturer
of medical product
(name, location
address, mailing
address, phone
number, address of
place of production)

Organizational and legal form and full name of the legal entity:
Medtronic Inc., USA

Address (location) of the legal entity:

710 Medtronic Parkway N. E. Minneapolis, MN 55432, USA
Phone numbers:

Tel.: +1 763 514 4000;

Fax: +1 763 514 4879;

The e-mail address of the legal entity (if available):
http://www.medtronic.com/contact-us/index.htm

Places of manufacture of medical device:

1.Medtronic Europe Sarl,

Route Du Molliau 31, Case Postale, 1131 Tolochenaz, SWITZERLAND
2. Medtronic Puerto Rico Operations Co., Juncos Road 31, Km. 24, Hm 4, Ceiba Norte Industrial Park, Juncos PR
00777 USA
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14. Classification of Hazard class, depending on the possible risk associated with the use of the medical device - CLASS 3/ 1l
medical product: Class of electrical safety, safety when working with lasers and other types of hazardous factors (if any)
class The software security class: C (according to IEC 62304)

Type of contact with the body - permanent contact with soft tissues and interstitial fluids.

Type of working part: similar to CF;

Sterility: sterile.

Classification, depending on the possible consequences of failure during the use of the product: A

Class of medical waste: class B - after contact with the body, class A - for waste not on contact with the body.
15. Type of contact Permanent contact with soft tissues and interstitial fluids .
with the body

16. Methods and Not applicable.

apparatus for Medical device is single use only.
disinfection and

sterilization cleaning

17. Shelf life period ~ Shelflife -18 months

18. Operating Used in medical and preventive treatment facility.
conditions: Should be used only by or under the supervision of physicians trained,
internal body environment 32°C-42°C, humidity 80-100%
Basic rate, test pulse rate, pulse duration, and pulse amplitude remain within expected tolerances when the device
temperature is between 22°C and 45°C. Sensitivity at nominal conditions as measured at 37°C can vary as much as
+1% per °C from 22°C to 45°C.
19. Conditions of Carefully observe these guidelines when handling or storing the device. There is no other storage requirements outside
transportation and of temperature of our IPGs:

storage Store and transport the package between -18 °C and +55 °C.

20. Assembly and Not applicable

installation

requirements

21. Warranty Guaranteed shelf life-18 months. Please see Limited Warranty for information.
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22. The list of
international

regulatory
documents/standards
which  matches

medical product

REFERENCED STANDARDS &
REVISIONS
EN 556-1

ISO 15223-1

EN 1041

ISO 5841-3

EN ISO 10993-1

EN 1SO 10993-7

ISO 11135

1ISO 11607-1
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STANDARD TITLE

Sterilization of medical devices -
Requirements for medical devices to
be labeled “Sterile”- Part 1
Requirements for terminally
sterilized medical devices

Medical devices — Symbols to be

used with medical device labels,
labeling, and information to be
supplied — Part 1. General

requirements Second Edition
Information  supplied by the
manufacturer with medical devices
Implants for surgery - Cardiac
pacemakers - Part 3: Low-profile
connectors (IS-1) for implantable

pacemakers

Biological Evaluation of Medical
Devices - Part 1: Evaluation and
Testing

Biological evaluation of medical

devices - Part 7: Ethylene Oxide
sterilization residuals

Sterilization of medical devices -
Validation and routine control of
Ethylene Oxide sterilization
Packaging for terminally sterilized
medical devices - Part L
Requirements for materials, sterile
barrier systems and packaging
systems (1SO 11607-1:2006)

COMPLIANCE LEVEL

Full Compliance

Full Compliance

Full Compliance

Full Compliance

Full Compliance

Full Compliance

Full Compliance

Full Compliance



ISO 11607-2

ENISO 14971

EN 45502-1

EN 45502-2-1

EN6060M

EN 60601-1-6

EN 62304

EN 62366

23. Customer Service

Packaging for terminally sterilized
medical devices —Part 2; Validation
requirements for forming, sealing
and assembly processes

Medical devices - Application of risk
management to medical devices
Active implantable medical devices -
Part 1. General requirements for
safety, marking and information to be
provided by the manufacturer

Active implantable medical devices -
Part 2-1: Particular requirements for
active implantable medical devices
intended to treat bradyarrhythmia
General requirements for safety of
Medical Electrical devices

Medical electrical equipment - Part
1-6: General requirements for basic
safety and essential performance -
Collateral Standard: Usability
Medical device software. Software
life-cycle processes

Medical devices - Application of
usability engineering to medical
devices

Full Compliance

Full Compliance

Full Compliance

Full Compliance

Full Compliance (only clause 14 is
applicable)
Full Compliance

Full Compliance

Full Compliance

Service Medtronic employs highly trained representatives and engineers located throughout the world to serve you and, upon
request, to provide training to qualified hospital personnel in the use of Medtronic products. Medtronic also maintains
a professional staff to provide technical consultation to product users. For more information, contact your local
Medtronic representative, or call or write Medtronic at the appropriate telephone number or address listed below.

Medtronic Inc., 4SA

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Information for patients:

Toll-free +1 800 551 5544

(7 a.m.- 6 p.m., Monday-Friday, central time)
Fax +1 763 514 1855

Representative company of Medtronic in Moscow
Medtronic LLC,

Russia, 123317 Moscow,

Presnenskaya Naberezhnaya, 10

Tel.; +7 495 580 7377 +7 495 580 7377 FREE
Fax: + 7 495 580 7378

E-mail: info.russia@medtronic.ru

Internet: www.medtronic.eu, www.medtronic.ru
To find the addresses of offices worldwide Medtronic, please go to the following link:
http://www.medtronic.com
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Appendix #1 to the Technical information
Device parameters

Pacemaker Implantable single chamber Azure XT SR MRI SureScan, model W2SR01
5.1 Emergency settings

Table 11. Emergency VVI settings

Parameter Selectable values
Pacing Mode VVI

Lower Rate 70 min™

RV Amplitude® 6V

RV Pulse Width® 1.5 ms

RV Pace Polarity Unipolar

V. Blank Post VP 240 ms

Rate Hysteresis Off

V. Rate Stabilization Off

MRI SureScan Off

N fthe programmed RV Amplitude is 8 V, VVI pacing is delivered at 8 V with a pulse width of 1.2 ms.

5.2 Magnet application
When a magnet is placed near the device, the pacing mode changes from the programmed mode to VOO, and
the pacing rate changes to 100 min**’ for 5 beats and then changes to 85 min'”’ (£2 min’*’) or 65 min'*’ (2 min'"’),
as described at the end of this section. Placing a magnet near the device suspends tachyarrhythmia detection.
When the magnet is removed, the device returns to its programmed operation. The pacing rate will be 85 min'”
(700 ms) if the device conditions are normal and it will be 65 min'’ (920 ms) if a Recommended Replacement
Time (RRT) indicator or a device reset has occurred.

ote: Magnet operation does not occur if telemetry between the device and programmer is established or if the
MRI SureScan mode is programmed to On.

5.3 Tachyarrhythmia detection parameters

Table 12. Tachyarrhythmia detection parameters

Parameter Programmable values Shipped Reset
VT Monitor Monitor'~ : Off Monitor Off

VT Monitor Interval (Rate)® 280: 290 ... 360'B» ... 500 ms 360 ms 360 ms
RV Sensitivity'*® 0.45; 0.60 mV (£50%); 0.90 mVv 2.80 mV

0.90; 1.20; 2.00; 2.80; 4.00; 5.60:;
8.00; 11.30 mV (x30%)

Bipolar: 0.90™ mV
Unipolar: 2.80" mV

uses this truncated interval value when applying the programmed criteria and calculating interval averages.

This setting applies to all sensing in this chamber for both tachyarrhythmia detection and bradycardia pacing
operations.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



The device complies with the requirements of ISO 14708-2 when the sensitivity threshold is programmed to
2.0 mV or higher.

5.4 Pacing parameters

Parameter Programmable values Shipped Reset

Mode VVIR<N ; VVI; VOO; OVO Wi VVI

Lower Rate® 30; 35 ... -70:75 ... 150 min-" 60 min-" (1000 65 min™*
(+2 min') ms) (923 ms)

®T he corresponding Lower Rate interval can be calculated as follows: Lower Rate interval (ms) = 60,000/Lower
Rate.

Parameter Programmable values Shipped Reset

RV Amplitude 0.5; 0.75 ... 1.25 V (+0.125 V /- 35V 6V

33%) 1.50 ... 3.5~ ... 5;5.5; 6;8
V(+15%/-33%)®

RV Pulse Width 0.03; 0.06 ms (+10 ps); 0.4 ms 1.5 ms
0.1;0.2;0.3; 0.4'~ ... 1.5 ms (£25
ps)

RV Sensitivity*’ 0.45; 0.60 mV (+50%); 0.90~ ; 0.90 mV 2.80 mV

. 20; 2.00; 2.80; 4.00; 5.60; 8.00;
1. 30 mV (x30%)

Unipolar: 2.80" mV
Bipolar: 0.90" mV

RV Pace Polarity Bipolar; Unipolar Configure*” Unipolar

RV Sense Polarity Bipolar; Unipolar Configure~ Unipolar

RV Lead Monitor Monitor Only; Adaptive Monitor Only Monitor Only
Min Limit 200"B> ; 300; 400; 500 M 200 0 200 0

1Max Limit 1000: 1500; 2000; 3000~ T 3000 0 30000

“When RV Amplitude is 8 V, RV Pulse Width must be less than 1.3 ms.

This setting applies to all sensing in this chamber for both tachyarrhythmia detection and bradycardia pacing
operations.

“Configure” is displayed when the device is automatically configuring the lead polarity at implant. It is not a
selectable value.

Table 15. RV Capture Management parameters

Parameter Programmable values Shipped Reset
RV Capture Management Adaptive” ; Monitor; Off Adaptive Off

RV Amplitude Safety Margin 1.5x:2.0x~:2.5x:3.0x 2.0X 2.0X

RV Minimum Adapted Amplitude 1 0: 15: 25:3.0:35V 2V 2V

RV Acute Phase Remaining Off; 30; 60; 90; 120%>; 150 days 120 days 120 days

Table 16. Blanking periods
Parameter Programmable values Shipped Reset
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V. Blank Post VP 150; 160 ... 200<” ... 320 ms (+5; 200 MS 240 ms
-30 ms)

V. Blank Post VS 120'~ : 130 ... 170; 200; 220; 250; 120 mMs 120 ms
280; 300; 320 ms (+2; -30 ms)

Parameter Programmable values Shipped Reset

Upper Sensor Rate 80; 85 ... 130"~ ... 175 miiT* (x2 130 min® 120 min™
min**)

ADL Rate 60; 65 ... 95'~ .. 170 min-' (x2 95 min™ 95 min™
min“")

Rate Profile Optimization On's >; Off On Off

ADL Response 1:2:3'A :4:5 3 3

Exertion Response 1:2: 36> :4:5 3 3

Activity Threshold Low: Medium Low*” : Medium Medium Low Medium Low
High; High

Activity Acceleration 15:30'B> :60s 30s 30s

Activity Deceleration Exercise™ :2.5: 5 10 min Exercise 5 min

ADL Setpoint 5,6 ... 40; 42 ... 80 18 18

UR Setpoint 15; 16 ... 40; 42 ... 80; 85 ... 180 40 40

Table 18. Conducted AF Response parameters

Parameter Programmable values Shipped Reset
Conducted AF Response On: Off»* Off Off
Response Level Low; Medium” ; High Medium Medium
Maximum Rate 80: 85 ... 110*~ ... 130 min-' 110 min™ 110 min™

Table 19. Ventricular Rate Stabilization parameters

Parameter Programmable values Shipped Reset

V. Rate Stabilization On; Off$> Off Off
Maximum Rate 80: 85 ... 100*~ ...120min-" 100 min™ 120 min™"
Interval Increment 100; no... 1507...400 ms 150 ms 150 ms

Table 20. Sleep parameters

Parameter Programmable values Shipped Reset

Sleep On; Off'~ Off Off

Sleep Rate 30; 35 ... 50<” ;55; 60; 70; 75 ... ©0 min™ 50 min™
100 min™

Bed Time 00:00; 00:10 ... 22:00"~ ... 23:50  22:00 22:00

Wake Time 00:00; 00:10 ... 07:00~ ... 23:50  07:00 07:00

Table 21. MRI SureScan parameters
Parameter Programmable values Shipped Reset
MRI SureScan On;NOff Off Off
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MRI Pacing Mode VOO; OVO - —
MRI Pacing Rate 60; 70; 75; 80 ... 120 min™ — —

laoie zz. Aaaitionai pacing reaiures )
Parameter Programmable values Shipped Reset

Rate Hysteresis O ff~;30; 40... 80 min" off off

5.5 Data collection parameters

Parameter Programmable values Shipped Reset

EGM 1 Source Can to RVring; RVtip to RVring"a RVtp  to RVtp to
- RVtip to Can RVring RVring

EGM 1Range +1; 42; +4; +g"A ; +12; +16; 32 =8 MV 8 MV
mV

1EGM 2 Source Can to RVring; RVtip to RVring; RVtipto Can RVtip to Can

RVtip to Can”

EGM 2 Range £1; +2; +4; m£12; +16; +32 *8 MV =8 MV
mV

EGM 3 Source RVtip to RVring; Can to RVring™~ ¢ to Can to
- RVTip to Can RVring RVring

EGM 3 Range £1; £2; +4; £~ £12; 16; £32 *8 MV £8 MV
mV

Monitored EGMI and EGM2'A ; EGMI and EGM! and EGMI " and
EGM3; EGM2 and EGM3 EGM2 EGM2

Pre-anhythmia EGM Off~ ; On - 1 month; on - 3 Off off
months; On Continuous

OptiVol Threshold"*” 30; 40; 50; 60'~ ...160; 170; 180  ©60 60

Device Date/Time” (select Time Zone) — —

Holter Telemetry Offr ;0.5; 1 2; 4; 8; 16; 24; 36; Off off
46 hr

Wireless Telemetry with Monitor  op<a : Off On ar*

Telemetry with Monitor parameter is programmed to Off.
~ Decreasing the OptiVol Threshold will make the device more sensitive to changes in the patient’s thoracic fluid

status. Increasing the OptiVol Threshold could delay or prevent device observation of significant changes in the
patient’s thoracic fluid status.

The times and dates stored in episode records and other data are determined by the Device Date/Time clock.
~The reset value may be set to Offif there is an issue with wireless communication that requires it to be disabled.

5.6 Medtronic CareAlert parameters

Parameter Programmable values Shipped Reset
Monitored VT Episode Detected Offe> : On Off Off
OptiVol 2.0 Fluid Settings...

OptiVol Alert Enable 01Me> :0n Off Off
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OptiVol Threshold® 30:40:50:60'B> ... 100;120... 180 60 60

“Decreasing the OptiVol Threshold makes the device more sensitive to changes in the patient’s thoracic fluid
status. Increasing the OptiVol Threshold could delay or prevent device observation of significant changes in the
patient’s thoracic fluid status.

Table 25. Lead/Device Integrity Alerts
Parameter Programmable values Shipped Reset

Low Battery Voltage RRT on'A:Off On Off
Lead Impedance Out of Range...
Lead Impedance

RV Pacing Enable on'~:Off On Off
RV Pacing Less than 200*/ :300: 400; 500 M 200 0 200 0
RV Pacing Greater than 1000: 1500: 2000: 3000'$'T 30000 3000 0
Capture Management High

Threshold...

High Threshold

RV Capture Enable® OB : On Off Off

“1f programmed to On, alert notification is sent if RV capture management has measured high thresholds for 3
consecutive days.

5.7 System test parameters

Parameter Selectable values

Pacing Threshold Test parameters

Test Type Amplitude; Pulse Width
Chamber RV

Decrement after 2; 3 ... 15 pulses

RV Pace Polarity Unipolar; Bipolar

Mode® VVI; VOO

Lower Rate 30; 35 ... 60; 70; 75 ... 150 min-'
RV Amplitude 0.25; 0.5 ... 5;55;6;8V

RV Pulse Width 0.03; 0.06; 0.1; 0.2... 1.5 ms

V. Pace Blanking 150; 160 ... 320 ms

Sensing Test parameters

Mode® VVI; OVO

Lower Rate 30; 35 ... 60; 70; 75 ... 120 min™

®The selectable values for this parameter depend on the programmed pacing mode.

5.8 EP study parameters

Parameter Selectable values

Interval 100; N0 ... 600'$’ ms
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Amplitude 1;2;3;4';5;6;8V
Pulse Width 0.10: 0.20 ... 0.50<~ ... 1.50 ms

Table 28. PES induction parameters

Parameter Selectable values

#S1 1;2 .. .. 15

SISl 100; 110 ... 600/ ... 2000 Ms
S1S2 Off; 100; no ... 400~ ... 600 ms
S2S3 Off'~ : 100;Nn0 ... 600 ms

S354 O ff~ ;100;no0 ... 600 ms
Amplitude 1:2:3:4<6> :5:6:8V

Pulse Width 0.10;0.20...0.50'B> ... 1.50ms

Table 29, Shared manual ATP therapy parameters
Parameter Selectable values

Minimum Interval (ventricular ATP) 150: 160...200'~.. . 400 ms

I;2 ...6<e>;gVv
0.10; 0.20...1.50<"ms

Amplitude
Pulse Width

Table 30. Manual Ramp therapy parameters

Parameter Selectable values —+
Chamber RV

RV Ramp therapy parameters —
# Pulses 1:2 ...~ ... 15

%RR Interval 5U; b3; b6 ; bY: 63; 66 ... 84; 88: 91- 04- of
Dec/Pulse 0; 10<” ;20; 30; 40 ms

Zable 31. Manual Burst therapy parameters
Parameter Selectable values  —ememeeeeeeee

# Pulses 1;2 ...8~ ... 15
%RR Interval

50; 53; 56; 59; 63; 66 ... 84; 88N - 91-94-97 d

Table 32. Manual Ramp+ therapy parameters

Parameter Selectable values

# Pulses 1;2;3'~ ... 15

R-SI (%RR) 50; 53; 56; 59; 63; 66 ... 75/ .. 84- 55*01 mo4-
97% o

S1-S2 (%RR) 50; 53; 56; 59; 63; 66;69*" ... 84; 88-91-04. 070/

S2-SN (%RR) 50; 53; 56; 59; 63; 66/ ... 84; 88: 91 *94- 070/

5.9 Nonprogrammable parameters

Table 33. Nonprogrammable parameters
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Parameter

Premature event threshold for counting PVCs
and Runs of PVCs
Hardware parameters

Pacing rate limit (protective feature)

Input impedance

Effective pacing capacitance
Recommended Replacement Time (RRT)
Battery Voltage Threshold

Value
95%

200 min
150 LU minimum
4 pF (£10%)

<263V

Table 34. Nonprogrammable parameters for the MRI SureScan mode

Parameter
Pacing amplitude

Pulse width

Sensitivity

Input impedance

Pacing rate limit

Effective pacing capacitance
Blanking period

OVO mode

VOO mode
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Value

Programmed pacing amplitude value when >5 V;

5 V when programmed pacing amplitude value is <5
\%

Programmed pulse width value when >1 ms;
1 ms when programmed pulse width value is <1 ms
Programmed value

150 kn
200 mMin'*
4 pF (£10%)

Programmed blanking period value
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/Moonuce/
/Om pyxu: CHHIIH A.BHHATE/IBEAX 10.12.2019/

/IToonucy/
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10 nexabps 2019

Duun Xuepema (Ashley Heerema)
Crapuinit cneyHanucT oTaAena
HopMaTHBHO-NPaBOBOTO peryaHpoBaHHUA
«Menrpouux Huk.».

IIpunoxkeHnue K pykoBoACTBY MO YCTPOHCTBY

1. HaumenoBanue

INeKTPOKapAHOCTHMYIATOP UMILIAaHTHpPYeMbli onHokamepusiii Azure XT SR MRI SureScan, moaens W2SRO1

MEIHLMHCKOro

H3JC/HA

2.1. Hasnauenue | SIBnsercs MynbTHIPOrpaMMHPYEMBIM KapAHONIOTHYECKHM YCTPOHCTBOM, KOTOPOE MOHHTOPHPYET H PErylHpyeT 4acToTy
MEIMLIHHCKOrOo CEpAEYHBIX COKPAIICHHH NALKEHTA, BLUTOMHASA OXHOKAMEPHYIO YaCTOTHO-aAANTHBHYIO CTHMYJIALMIO Npy Gpasukapanu
H3JCHS

2.2 Onucanure | O6mue cBeeHHN 0 PYHKUHOHAIBHBIX BO3MOXHOCTRX

MPHHIHIIOB, QYHKIHHA CTHMYJISUHH

JIeXAHX B OCHOBE | ApromaTHUECKH HACTPaHBAEMAH YYBCTBHTEIBHOCTL — OJTa (QYHKUMA AaBTOMAaTHYECKH HACTPaMBaeT MOPOTH
faaei?arl:mckoro YYBCTBHTE/ILHOCTH 10C/IE ONpeeeHHBIX COOBITHI CTHMY ALK H BOCIIPHATHA.

- " X ABTOMaTHYECK2RS HACTPOHKA MOJASPHOCTH — JTO YCTPOACTBO HCMOJB3YET H3IMEPEHHE HMIMeEAaHca 3JjeKTpola ANs
0COBEHHOCTH aBTOMATHYECKON HACTPOWKH MONSPHOCTH CTHMYJALMH W JETEKUHH IS OHUMONAPHBIX YCTPOWCTB BO BpEMA JETEKUHH

MMILIaHTaTa.

Conducted AF Response (Peaxuus na nposegenue AF) — JlaHHas ¢yHKUHA PEryJIHPYET XeTyA0UKOBBIA PUTM BO BpeMs
nposeaenus AT/AF myTeM NowaroBoro H3MeHeHHs YaCTOTh! CTUMYJISLKH, YTOORI MOTYYHTD Ty HacTOTy, KoTopas HanboJee
COBMNANAET CO CPEeAHEH XKeTyNOYKOBOH peakuueH NauHeHTa.
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MPT SureScan - [[atiHas QpyHK1 .. 103BOJIAET NAUHEHTAM C HMILIAHTHPOBAHHO . : ccremoli MPT SureScan, smiovatolnei
YCTPOHCTBO ¥ 371€KTpos, 6e3onacko mpoxoauTs npoueaypy MPT npu ycnosuu cobnionenuns tpe6osanuii, yka3aHHBIX B
TEXHHYECKOM pykosoactse no MPT.

Rate Profile Optimization (OnTumusauus npodpuian 4acrorst) — Oyukuus Rate Profile Optimization (Ontumuzaumus
npodus YaCTOTHI) NpeaHa3HaueHa JUIS fOJUIEPXKaHHA COOTBETCTBYIOLIEH YaCTOTHO afanTauuy NpH HIMEHEHHH HArpy3KH
BO BCEM NHanasoHe GpU3NYecKoi akTHBHOCTH nauuenTa. bnaroaaps 31off GyHKUHM MPOHIBOAUTCA MOHHTOPHHT CYTOYHOTO
H MECAYHOro npodueit YaCTOTHI NAUMEHTa ¥ CO BPEMEHEM KOPPEKTHPYIOTCA IHHAMHYECKHE XapaKTEPUCTHKH HaCTOTHOH
aganTauuu as GopMHPOBAHUA 3aJaHHOTO NPOGHIIA LEJIEBOH YaCTOTHI.

Rate-responsive pacing (YacroTHo-aaanTHBHAS CTHMYARIHS) — ITa GYHKUHA MO3BOJIAET MEHATb YaCTOTY CTHMYJIALHH
B OTBET Ha QU3HYECKHE ABHIKEHHS MALNEHTA, AETEKTHPYEMBIC IPEYCMOTPEHHBIM B YCTPOHCTBE JATYHKOM aKTHBHOCTH.
RV Capture Management (Ynpasneuue 3axsatoM IIXK) - Ora ¢yHkuusa ocywmecTsiser MOHMTOPHHI mopora
NPaBOXKENTyIOYKOBOR CTHMYJIALMU C €XKEIHEBHLIM ONMpENENCHHEM MOpOra CTHMY/ALMK M peryaupyeT ammuntyay DK
CTUMYJIALIMH B CTOPOHY LIEIEBOH aMILIHTYIbl, €CJIH YCTPOACTBO Ha 3TO 3apOrpaMMHPOBAHO.

®ynxuus Sleep (Con) ~ INpu BxmoyeHnH 310# GyHKUHH YCTPOHCTBO BHIMONHAET CTHMYJISLMIO C MEHbLIEH 4acTOTOH Ha
NPOTAXKEHHH 3aNMPOrpaMMHPOBAHHOIO NEPHOJA CHA.

Ventricular Rate Stabilization (VRS) (Crabuamzauus XxeayaouxoBoro pHtMa) — OT1a (PyHKUMA AHHAMHYECKH
KOPPEKTHpYET HacTOTy CTMMYJSUMM JUIM YCTPaHCHHS JONrodf may3bl, KOTOpas OGBLMHO cliefyeT 3a XenyHRo4KOBOH
akcrpacucrosoit (PVC).

@yHKIHH MOHHTOPHHTA H KOHTPOJILHOTrO Hab 0 AeHNs

Cardiac Compass Trends (Tpenanbt cocTosHHS cepAeTHOH AeSTeALHOCTH) ~ 3Ta QyHKUHA NPEOCTaBSET

otyer «Tpennm Cardiac Compass», otoGpaxaromuii 0630p COCTOSHHMA MalHEHTa, H BKIIO4AeT rpadukH, KOTOphIe
JEMOHCTPHPYIOT J0/INOBPEMEHHBIE TPEH/Ibl CEPACYHOr0 PHTMA Ha IPOTAKEHHH MOCNEAHHX 14 MecsueB. B aToT oTHeT Takxke
BKTIOHAIOTCA AaHHbie TpeHaa xuaxkoctd OptiVol 2.0.

Monuropunr Medtronic CareAlert — Ecnu yctpo#icTBO HAeHTHOHUHMpPYET J00O€ H3 3anporpaMMHpOBAHHBIX HIH
aBTOMaTH4YeckHX cocTosHMi CareAlert, sta ¢yHkuus nogaer GecnpoBoAHO# NpeXyNpPEXNAlOUIKA CHIHAN MOHHTOPY
MalMeHTa, NPH HATHYMM. 3aTeM MOHHTOp MaUMeHTa nepefaeT naHuble cobbTna CareAlert B cets CareLink Network
xomnanuu Medtronic. [Tpu cootBercTByloue# HacTpoiike, cets CareLink Network komnanuu Medtronic 3atem otnipasnser
yBeOMJICHHE B JiedeOHOE YUPEKACHHE.

Xpaneuse 1aHuBIX no Inu3onam H IT'M - JlaHHas CHCTEMa COCTABIISET Xy pHAN MH3040B ADHTMHH, KOTOPIi NMO3BOJISET
6LICTPO NPOCMATPHBATh CBOAKY M NOAPOOHbBIE THATHOCTHYECKHE JaHHbIE [UIA 3MH30[0B apDHTMHH, BKJIIOYAA HAKOIUICHHRIE
nanubie M.

He 80CNPOH3IBOAMTCA 683 NUCLMEHHOTD PA3PEWEHHA KOMNINUK “"MeaTpoHnk WUnk.”
"Mearponux Unk.”
- Kondnaenunanomo -
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byHKkumna Flashback Memory i iirpocnekTnBHass namsitb) —3Ta gMarHoc ''v xkas (yHKUMs obecrneymBaeT 3anuncb
WHTePBa/I0B, HEMOCPEACTBEHHO MPeABapsOLLMX 3MN304bl TAXMAPUTMUK WX CaMblii NOC/IEAHUIA ONPOC, a TaKXe NMPon3BoanT
NOCTPOEHME rpadrKoB AaHHbIX MO MHTEPBasiaM B 3aBUCMMOCTU OT BPEMEHMW.

OTuetr Heart Failure Management (OkKa3aHue NOMOLLM NPU CepAeYHOl HefocTaTOuYHOCTM) - B 3Tom oTuyeTe
npeAcTas/ieHa KapTUHa COCTOSAHUA NalyveHTa B TedeHWe KOPOTKOro U NPOoAo/HKUTENIbHOI0 NepuofoB BPeMeHU, B KOTOPOM
ocoboe BHMMaHVE YAeNleHO OKa3aHWK MOMOLM MpU CepAeyvHOM HefoCcTaTOYHOCTW. B oTyeTe npuBOLAATCA rpadmkw,
AEMOHCTpUpPYIOLLMe TpeHAabl xuakoctn OptiVol 2.0 n TpeHAbl, OTHOCALLMECA K CepAeYHON HeAoCTaTOYHOCTM Ha
NPOTSXKEHMM NocnefHNX 14 mecAueB.

XonTtepoBckas TesieMeTpus - 3Ta (PyHKLMA NO3BONSAET UMMNIAHTUPOBAHHOMY YCTPONCTBY HenpepbIBHO NnepegasaTb MM
C Te/fleMeTpUeil MapKepoB 3a rnepuog 4o 46 yacos, He3aBMCMMO OT MPUMEHEHUS TO/IOBKM MPOrpaMmMaTopa.

Implant Detection (deTekuna nmnnaHtata) —deTekuymsa nmnnaHtata— 310 30 min (MUH.) NepUoA, KOTOpbI HaYMHaeTCA
C MOMEHTa pasMelleHUss YCTPOMCTBa B XMPYPru4ecKoM KapmaHe. B TeyeHue 3TOro nepuoja yCTPOMCTBO MpPOBepsieT
MOAK/NIOYEHME 3/1IeKTPOAa MyTeM U3MEPeHNs MMMefaHca 3fieKTpoga. locne 3aBepLleHnNs nepuoja geTeKumn UMniaHTaHTa
aKTVBUPYIOTCA pas/INYHble aBTOMATUYECKME DYHKLUN 1N PEXMMbI [UATrHOCTUKMN.

Lead Monitor (MOHUTOPUHT 3N1eKTPoaa) - 3Ta yHKUMUSA M3MepSAeT MMMNeLaHCbl 3/1IEKTPOLa B TeUYeHUE CPOoKa C/y>KObl
UMMIaHTUPOBAHHOMO YCTPOMCTBA M yNpaBAsieT aBTOMaTUYeCKO HACTPOMKOM NMONAPHOCTW 3/1EKTPOLOB NPWY MMMNIaHTaLuUK.
Ecnn yHkuma Lead Monitor (MOHUTOPUHI 3M1EKTPOAA) 3anporpamMmupoBaHa B pexume Adaptive (AganTtvsHas),
YCTPONCTBO aBTOMATUYECKN MEPEK/IHYaeT BUNospHble CTUMYNSALMIO Y CEHCUHT Ha MOHOMOJISIPHbIE B CNyYae HapyLleHus
LLe/IOCTHOCTU BUNOMSAPHOrO 3/1eKTPOofa.

TpeHabl Xnakoctn OptiVol 2.0 - 3Ta PyHKLMA NpefocTaBSET BO3MOXXHOCTb MOHUTOPUHIA CNeAYOLLMX TPEHOB:

» TpeHA TopakasibHOro MMMejaHca rpauyeckn oTobpaxkaeT 3HaUeHNA TOpaKasibHOro MMMejaHca 3a nepunog 4o 14 mecsues.
* TpeHf mHAekca xugkoctn OptiVol 2.0 — 3To rpaMkK HaKOM/EHHbIX Pa3HOCTeN MeXAy 3Ha4YeHUSIMU CYTOYHOro U
pedepeHTHOro TopakasibHOro umnegaHcos. Korga uHAekc >kuakoctn OptiVol 2.0 npeBblwaeT Mnoporosoe 3Ha4deHWe
OptiVol, BO3MOXHO, 4YTO B rpyAHOM NOSIOCTW NMaumeHTa CKONUIach XXUAKOCTb.

Rate Histograms report (OT4yeT 'mMcTorpamMmbl 4acToTbl) - B 3TOM oT4yeTe NMPUBOAUTCA [Manas3oH pacnpefeneHus
YacTOTbl CeEpAeYHbIX COKPALLEeHNA nauneHTa.

BesonacHOCTb JaHHbIX

KomnaHuss Medtronic paspabotana Mepbl 6e30NacHOCTU ANS 3aWMThl MHGOPMaLUK 0 NauMeHTe U AaHHbIX YCTPOCTBa B
ycTpoiictee Azure XT SR MRI SureScan mogenn W2SRO01.

Cuctema cBszm Bluetooth - ¥YcTpolicTBO 0TO6pakaeT CBOK AOCTYMHOCTb AN coeanHeHUsA no Bluetooth. KpuTuyeckue
JaHHble, NMPUHMMaeMble WX NepefaBaeMble C YCTPOCTBa Yepe3 Bluetooth-coeanHeHue, WngpyoTca YyCTPOMCTBOM Mnepes
0TNpaBKol No KaHany Bluetooth. YcTpolicTBO 0TBeYaeT TONbKO Ha aBTOPM30BaHHbIE KOMaHjbl.

He Bocnpov3BoanTcs 6e3 NMCbMEHHOr0 paspeLleHns KoMmnaHum "MeaTPpoHNK HK."
"MenTpoHUK NHK."
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NHOYKTMBHAA CUCTEMA TENEMET iM ficckoh cssnsu - VIHAYKTMBHAA CMCTEMA TeLl —iIM PUYECKON CBA3M KoMnaHum Medtronic
MCMONb3yeTCA C NporpaMMaTopoM“Bpaya 4s1s onpoca 1 NporpaMmmMmpoBaHms yCcTpuiicTea. Mpu Haimumm ee TakXXe MOXHO
NCMonb30BaTh A4/15 0Npoca yCTPoncTBa Npy yaasileHHOM MOHUTOPUHIe. 3TacnucTeMa UCnosib3yeT COeMHEHNE Ha HEOO0/bLLIOM
paccTosiHMKM, KOTOPOe 3aLuLLaeT MHPOPMaLMIO 0 NauneHTe 1 faHHble YCTPOMCTBA.

MH(popmaymsa o pexxmme CTUMY/MPOBaHUA

Pexxumbl OKC onucbiBaloTca ¢ ncnonb3oBaHMeM Koga NBG. MsTubykBeHHbI Kog NBG, Ha3BaHHbIA B YecTb CeBepo-
AMeprnKaHCKOro obLecTBa anekrpokapanocTumynaumm v anektpodgusnonorum (North American Society of Pacing and
Electrophysiology — NASPE) v BpuTaHCKOR rpynnbl M0 U3YyYeHUIO 31EKFPOKApPAMOCTUMYNALMM U 31eKTPODU3N0N0T NN
(British Pacing and Electrophysiology Group — BREG), onucbkIiBaeT paboTy MMNNaHTUPYEMbIX Kapanoctumynstopos. Kog
NBG, 3ameHsowmin kog ICHD, npuBoanTcsa Huxe B Tabnuue (Tabn. 1).

Tabnnua 1. O6HOBNEHHbIN cBof KogoB NASPE/BPEG ans aHTUGpaanKapan4eckoi CTUMynsaumum

Mosvunsa: 1 7 11 \Y \%
KaTeropus; Kamepa(bl) Kamepa(bl) OTBeT Ha Moaynauusa MHorokamep-
cTumynupye- BOCMPUMM- AeTekuunio 4acToThbl Haa CTUMynsA-
mas(ble) Matwuasa(me) Lna®
O =0TCcyT- O =0TcyT- 0 =0OTcyT- O =0rTcyT- O =0rTcyT-
cTBue cTBUE cTBUe cTBUE cTBUe
A =TMNpepcep- A = Tlpepgcep- T = Tpurrep R = Mopgynsa- A =Tlpegcep-
ane aAne 1=TopaBne- UMA 4acToThbl ane
V = Xenypo- V = Xenypgo- Hune V = Xenypgo-

yek
D =06e pyHK-

yek
D=06e pyHK-

D =06e pyHK-
Luu

yek
D =06e dyHK-

umn unu (T+12 umn
(A +V) (A +V) (A +V)
Yka3sblBaeTcs S = OpaHoKa- S = OAaHoOKa-
TO/IbKO NMpPpOnN3- mMmepHaan MepHasa”
BOAUTENEM: (AunnunV) (A nnun V)

“YcTponcTtBa Medtronic He NCMONb3YIOT KOA MHOFOKAMePHOW CTUMY ALK,

ANS CTUMYNNPYEMbIX UK JETEKTUPYEMbIX KamMep nporpammaTtop oTobpakaeT A uim V (He S).

NMokasaHnA K NPUMEHEHUIO:

Cuctema Azure XT SR MRI SureScan nokasaHa A/isi UCNO/Ib30BaHWS Yy NaUMEHTOB, KOTOPbIM MOXET 0Ka3aTbCsl NMOJ1E3HOW
3M1EKIPOKapANOCTMMYNALUNS C YacTOTHOM afganTauunein unm 6e3 TakoBOW, AN BOCCTAHOB/IEHMSA (PM3NOIOMMYECKO YacTOoTbl
CepAeYHbIX COKpALLEeHWM, YnyylleHUss cepAevHoro BbI6poca, NPOPUIAKTUKM CUMMTOMOB WAM 3alUMTbl OT apUTMUIA,
06yCNOBNEHHbIX HapyLUeHUSIMU (hOPMUPOBaHMA UMMNYNLCOB UM NPOBeLEHNSA. DTO YCTPOMCTBO OCHaLLeHO 6ecrnpoBOALHOWA
TexHonoruven Bluetooth.

3. lNMokazaHu4,
NPOTMBOMNOKa3aHUs n
HeXXenaTe/lbHble
SAB/IEHUS

He BocnponssoauTca 6e3 NMCbMEHHOr0 paspeLleHns koMmnaHum "MeaTpoHnK NHK.”
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MpoTHBONOKA3AHKN:

Cucrema Azure XT SR MRI Surezrran komnannu Medtronic mpoTHBONMOKa3aHa B S.ieAYIOLIMX CITy4asX:
e MMniaHTauUs COBMECTHO C JIpyTHM YCTPOHCTBOM JUIA JledeHHs OpalHKapaIuH.

e UMnnanTauus COBMECTHO C HMILIAHTHPYEMbIM KapaHoBepTepoM-aedubpunnsropom (MK).

® YacToTHO-aJaNTHBHBIE PEXHMBI MOTYT ObITh MPOTHBONOKA3aHbI MALHEHTAM, HE NEPEHOCALLMM YaCTOThI
CTHMYJISLMH, MPEBHILIAIOMINE 3aNPOrPaMMHPOBaHHOE 3HaYEHHE HHKHEH 6a30B0# YacTOTHI.

® ACHHXPOHHasi CTHMYJBILIHA, TIPH KOTOPO# CMIOHTAHHbIE PHTMBI MOTYT MPHBECTH K KOHKYPEHTHO#H
CTHMYJISILIHH.

e OaHOKaMepHas npelcepaHas CTHMYJIALHS Y MalMEHTOB ¢ HapyulehueM AB npoBenexus.
Bo3MoxHbIE HeXeNaTeNbHble SBJICHHN:

K uMciy HexenarenbHbIX ABIEHHi, CBA3AHHBIX C HCMONb30BAHHEM CHCTEMBI YCTPOHCTBa (YCTPOWCTBO M J/EKTPOA),
OTHOCSTCS CJIelyIOLIHE.

e Bo3ayurHas sM60nus

® Asnepruyeckas peaxkuus

o KposoTteuenne

o OEeHOMEH OTTOPXEHHS OPraHM3MOM, B TOM YHCJIE MECTHAs TKAHEBasA PCaKIHA OTTOPXKEHHUSA

® PacceueHHe cepaua

¢ [lepdopauus cepaua

e TamnoHana cepaua

® XpoHHYeCKOEe NOpaXeHHE HepBa

o Cmepth

® DOMbonus

® DHIOKApAHUT

® UpeckoxkHas 3po3us yCTpOHCTBA H /IEKTPOLa

o Bripaxenuniit $pubpo3

® DKCTpY3Hs

® OHOPHLIALMA HITH aDHTMHH IPYTHX THNOB

® CKOIUIEHHE XHAKOCTH

® GopMHPOBAHHE KHCT

e bnokana cepaua

® Pa3phiB cTeHKH cepana

o ['ematoma / cepoMa

e HeanexBaTHOE YCKOpPEHHE apHTMHi

® Undeknus

o GopMHpOBaHHE KeJIOHAa

¢ Hcrupanue H o6phIB 3n1€KTpOaa

e Murpauus/cMeLICHHE IEKTpoaa

® MHO- H HEHPOCTHMYJIALIHS

He 80CNPOouIBOANTCR 683 NHCHMEHHOND PI3PELICHNA KOMNAHKUA “MeaTPOHUK MHK.”
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* [MoBpexaeHne Mruokapaa

* B0o36ygMmocTb MUoKapaa

e CeHCMHI MMOMOTeHLNaNoB

* BbINOT B N0/0CTbL Nepukapaa

 LLIym TpeHnA nepukapga

e [THeBMOTOpaKC

* [NoBbILLEHWE MOPOra CTUMYIALUN

» Tpom60o3ambonus

* Tpomb603

+ O6YC/IOBNEHHbIN TPAaHCBEHO3HbLIM 3/1EKTPOLOM TPOM603

* [MoBpexgeHne knanaHa (0CO6eHHO B CepALe C HeAOCTaTOYHO PasBUTLIMM aHATOMUYECKUMW CTPYKTYpamMu)

* OKK/H031A BEHbI

* lMepopauusi BeHbI

* PaspblB CTEHKN BeHbI

B03MOXHbIe HeXenaTtesibHble AB/IEHUS:

Cuctema aneKrpokapgmoctTumynsaumm SureScan paspabotaHa g1 MUHUMMU3ALUMN BO3MOXKHbIX HeXenaTeslbHbIX SBMEHWIA,
CNOCOBHbIX HAHECTW Bpes NnauuneHTy. B okpyXeHnn MPT BO3MOXHbI NMePEUNCTIEHHbIE HIXKE HeXXenaTeslbHble SB/IeHUS:

* HarpeB KOHTaKTa 3/1eKTPOa 1 MoBpeXeHne TKaHW, B pe3y/ibTaTe KOTOPOro HapyLUaeTCs CEHCUHI WK 3axBart, uan oba
JaHHbIX ABeHUA

* HarpeB YCTPOWCTBa, B pe3y/nbTaTe KOTOPOro MOBPEXAAeTCA TKaHb B KapMaHe AN1A WMMaHTata WM BO3HMKAOT
HENPUATHbIE OLLYLLIEHWS Y NauueHTa, WM 06a AaHHbIX ABMEHUA

* BbI3BaHHble MPT TOKM B 3/1eKTpOLax, NPUBOAALLME K NOCTOAHHOMY 3axBaTy, XXT/PXK, remognHammyeckomy Konnarcy
NN BCEM 3TUM TPEM SAAB/IEHUAM

* NOBpPexJeHne yCTPONCTBA WM 3/1IEKTPOAOB, B pe3y/ibTare KOTOPOro CUCTeEMa He MOXET 06Hapy>XMBaTb WM YCTPaHATb
HapyLLleHNs cepevyHoro puTMa, a Takxxe NprBOAsILLEe K HEMPaBWIbHON Tepannm COCTOAHUSA NaumeHTa

* MexaHW4yeckKoe WM (YHKLMOHa/IbHOE MNOBPEeXAeHWe YCTPOWCTBa, He M03BONAOLLEe eMy B3aMMOAENCTBOBaTb C
nporpamMmmaTopom

* [OBWXEHWUS Uin BMOpauns yCTponcTBa, Uamn 3M1eKTPOA0B, NPUBOASALLNE K CMELLEHUIO

* BO3MOXHaA MHAyKuma XXKT/PXK npu 3anporpaMMmMpoBaHHOM acMHXPOHHOM PeXVMe CTUMYIALMM BO BPEMSA peXxuma
pa6otel MPT SureScan

4, Ycnosua W3genune npegHasHaueHo 415 UCNOb30BaHUA B MeANLMHCKOM M Ne4ebHO-NPoPnIaKTUYECKOM yUpexaeHuaX. MNonb3osaHme

NpUMeHeHns KapAnocTUMYNSATOPOM paspellaeTcs /iMib Nof PYKOBOACTBOM WM Moj Habno[eHMEM chneymanbHO 06y4YeHHOro
Bpayeb6HOro nepcoHarna.

5. CocTaB N  DNeKTPOKapAMOCTUMYIATOP UMNIAHTUPYeMbI ogHOKamepHblii Azure XT SR MRI SureScan, mogens W2SR01 B cocTaBse:

rnepeyeHb JeTasiein u 3NEeKTPOKApANOCTUMYNATOP UMMAAHTUPYEMbIA ogHOKamepHbIn Azure XT SR MRI SureScan, mogens W2SRO01;

NpUHag/IexHoCTei)™ TapVYPOBaHHBbINA K/OY;

- JOKYMeHTaums no npoayKTy: PYKOBOACTBO MO yCTPoicTBY; OrpaHuyeHHas rapaHtus; MpegynpexaeHnsa v Mepbl
NpPejocTOPOXKHOCTU, CBA3AHHbIE C MEAULMHCKUMK npouegypamu n SMI; TexHnyeckoe pykosoacTso no MPT;

He Bocnpou3BoauTCcsi 663 NMCbMEHHOTO paspelleHns KomnaHum "MeaTpoHuK NHK.'
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O6bsicHeHMe cMMBOIOB H U 'MKeTke ana KA CRT-D wmspenwnin; Haknc PernctpauuoHHasa kKapra; JOKYMEHT
«QNIeKTPOHHbIe MHCTPYKLMIA N0 aKcnyaTaumu/pykosoacTea», CD-AUCK.
*MpunoxeHre K PYKOBOACTBY MO YCTPOMCTBY He BXOAUT B KOMIVIEKT YMaKOBKU MeOULMHCKOIO W34eNns, NOKasbHO
pacneyaTbiBaeTCad W NpuiaraeTcs Npu MocTaBKe (peanusaumu) NoTpebuTento Ha TeppuTopumn Poccuiickoin degepaumnm,
CnpaBo4HOe PYKOBOACTBO M PyKOBOACTBO MO MPOrpaMMMpPOBaHUIO He BXOAUT B KOMIMJIEKT YMNaKOBKW, AOCTYMHO Ha
3NeKTPOHHOM pecypce http://manuals.medtronic.com/

6. OonucaHve ANEeKTPOKapANOCTUMYIATOP UMNNAHTUPYeMbI ofHOKaMepHbIin Azure XT SR MRI SureScan, mogens W2SR01
OCHOBHbIX O6beM 12,25 cw™
NPUHALNEXHOCTEN,

PyRan Macca 22,51
MeANLMNHCKMX
n3nenni nnm B x W x I 42,6 mm x 50,8 MM X 7,4 MM
nspenuvi, He PeHTreHOKOHTPACTHbIN naeHTUguKaTop' RNA
ABNAOLLMXCS )
MEAVLIMHCKAMM,  HO NaoeHTngmkatop Medtronic
npeaycMOTPEHHbIX
4191 UCTO/Ib30BaHNSA B LLI
KOMOUHaLn c
3asB/1IEHHbIM
MEAULINHCKUM rnowaab NoBepxHOCTM TUTAHOBOIO Kopryca 33,48 cm™
n3genvem (npwn ycTpoiicTea
Ha/IMuMN TaKOBbIX) MaTtepuanbl, KOHTaKTUPYIOLLME C TKaHAMM Tena TuTaH, NonnypeTaH, CU/IMKOHOBbIN Kayuyk

YesioBeKa™
Batapes Mbpug MoHoTOpULA

yrnepoga/nutus/cepebpa/okcmna BaHagns

” YNNOTHUTENN MOTYT C/lerka BbICTyNaTb 3a rabapuTbl Kopnyca.

®PEeHTreHOKOHTPACTHbIN MAeHTU(MKATOP, BK/OYAOLWMIA CUMBON-UAEHTUHMKATOP KoMnaHuy Medtronic, BU3yanusmpyeTcs
Ha PEHTIeHOCKOMUYECKOM U306paXkeHN YCTPOIACTBA.

3Tn MaTtepuasbl ObI/IM YyCNELWHO NPOTECTUPOBaHbI Ha CMOCO6HOCTb U36eXaTb puUcka 6Mo0rMyYecKo HeCOBMECTMMOCTM.
Bo Bpems 06bI4HO paboThbl yCTPOMCTBO He HAarpeBaeT OKpYXKatoLme TKaHn 40 TeMnepaTypbl, NPeACcTaBAAOLLEN 0NacHOCTb.

TonwuHa
TonwunHa
BbicoTa (MMm) WnpuHa (Mm) coefuHuTens Macca (r) O6bem (cM™)
kopnyca (Mm)
(Mm)
PeXum oaoMHOYHOWN Kamepbl 42,6 50,8 7,4 9.9 22,5 12,25
He Bocnpoussogutcsa 6e3 NMCbMEHHOTO pa3peLleHns kKomnaHnm "MeaTpoHNK NHK.”
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

"MenTPOHMK VHK."
- KoHdhnaeHumansHo -



[ Torpewmocts [ v T +-10% | +-10% |  +-1o% +-10% | - |

UnenTrHduKaumng H NON0KEHHE PEHTICHOKOHTPACTHOTO MACHTH ) HKATOpA

Al dpoon 2

1429
o Y
meswixreg
A B S ',n
gl
19T
—l L— C V]
02033~ Q0008 1 Coveme ::

Ecnu He yKa3aHO HHOE, AONYCK cocTasanet: +/- 0,1524 v

Tapuposannsili xmoa (ynakopaHo Bmecte ¢ HKJ) — [Momsayitrech TOALKO TapHPOBAHHLIM KMIOYOM, KOTOPhiH
MOCTABIAETCA ¢ ITHM ycTpolicTsoM. TapHpoBaHHENE KoM HyxeH, YTOOH NPEAOTBPATHTH NMOBpEXACHHEe YCTPOHCTBA,
BHI3LIBAEMOE UPEIMEPHBIM 3aTATHBAHUEM YCTAHOBOYHAIX BHHTOB. J[pyrue KUOYHM ¢ TAPHPOBAHHLIM YCWIHEM (HApHMEp,
WECTUTPAHHBE KIIOYH ¢ CHHEH PYKOATKOHR @I PAMOYTOMbHBIR) N103BOJIEOT NPHIOKKTE K KORHEKTOPY MEKTPOAA YCHIHE

fonbine AOMYCTHMOTO.
(3.48¢cn)
% 6881175 cm)
0,20cm
He BOCIPOMISOAITCR 5&3 NICLMENHON PARPRLLIEHINA KOMIEHKA “MeATPOMIR Min.”
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KpyTsumii MOMeHT orpanuded 17 ..7 miofiMaMH. BO BpeMsi IEPBOro BpauleHUs © 4acoBO#i CTPEKE; OH LIEJIKHET, Koraa
3HaYeHHE KPYTALIEr0 MOMEHTA B 3; UM AMana3oHe OyfeT JOCTHIHYTO.

Macca: 8r+0,5r

IIporpammHoe obecnieuenune

Moaens SW - SW030

Bepcus - 8.0 u Bbize

Knacc 6e3onacHoct - C

cnocobnl
MHTErpalHH
APYTHMH
MEIHLIMHCKHMH
H3IEUAMH

7. BO3MOXHOCTbL H

C

OCHOBHBIMH KOMINOHEHTaMH cHCTeMb! ABstoTca: DKC, anekrpoa(st) SureScan u nporpamMMatop Uis Jieyalliero Bpaya.
MoHunTOp nauueHTa (JOCTYNMHbIA B MOteNAX Astra H Azure) HiIH GecripOBOAHbIE CHCTEMBl MOHHTOPHHTA (NPEACTAB/ICHHBIE
HCKJTIOYHTENBLHO B MoJeNsX A3yp (Azure)) SBASIOTCS JOMONHHTENLHBIMH KOMITOHEHTAMH CHCTEMbI, 00eCNeUHBAIOLIUMH
nauuenTaM nepeaavy aaHHbix DKC neuawnm Bpauam nocpencreoM ceth CareLink ans ananusa (Pucynok 1).
Momomuuk naumexTa (Patient Assistant) Takxke SBJISETCA AOMOMHHTENBHBIM 3JIEMEHTOM, HCMOJIb3YEMbBIM LIS
pernctpauuu cumnroMoB. Hacrosumit Otuer o kinnnyeckoit ouenke (CER) paccmarpusaer komnonenTtsl IKC u
NpHKJIaAHOE MporpaMMHoOe obecrieueHne nporpamMmMaropa, OCTalbHble KOMIIOHEHTHl CHCTEMbI PaCCMAaTPHBAIOTCA B paMKax
otaensHbX OtuetoB o kinHUYecko# oueHke (CER). Ycrpoiictsa Astra u Azure BOCIPHHHMAIOT 3NEKTPHYECKY1O
AKTHBHOCTB CEp/Ilia MalHeHTa NOCPEACTBOM HMIUTAHTHPOBAHHKIX 3/IEKTPOJIOB H 3aTEM aHANH3UPYIOT CEpACUHbIE PHTMBI HA
OCHOBE BBIOPaHHBIX TAPaMETPOB TEPAIIHH H, MPH HEOOXOIMMOCTH, OCYLIECTRIAIOT COOTBETCTBYIOLIYIO TepanHio. [lanHbie
YCTPOHCTBA TaKXKe [PeAOCTaB/AIOT JHATHOCTHYECKYIO H KOHTPOJIbHYIO HHPOPMALIMIO A/ Ha3HAUEHHA BPaYOM JICHCHHA
MaLHEHTAaM M OLIEHKH cucTeMbl. JlanHble ycTpoticTBa aBismoTcs MP-COBMECTHMBIMH H NTO3BOJIAIOT MPOH3BOAHTH
MarHMTHO-PE30HAHCHYIO TOMOrpadHio NMpH ONpeaeNCHHbIX YCIOBHAX.

He 80CNPOU3BOAMTCR 583 MNCLMEHHOND PIIPEWEHNA KOMNAHNK “MeaTPOHNK UnK.”
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PHcn-Bok 1: JipxHTekn’pa cActem Astra H .\zu

MonuTtop nauviemra Astra/Azure

nporpammarop spaa » TenemeTpns UHAYNNHOW GNVKHENA 30HM

> [ira »|M:nonblo«awa t « MMepeada AaHHbIX NALVYEHTOM

M&aHMHCKObI y4pBXaeH!M BecnpoBoHO MOHUTOPUHT Azure

* TencveTpm» ViHMyKL|>ouHo/ * TefleMeTpus NocpesCcTBoM TexHonorum B>uetooth ¢
GMXHE 30Hb N HU3KVIM 3/1EKTPONOTPEBIEHEM

* VlcTonbaosaou B Xl + Tepeaava fiaHHbIX, MHULMMPYEMas MalyeHToM
npouBg/ M vMIaHraLyl> « MnaHoBas yaaneHHas nepeaada AaHHbIX

* Habs«n«|»c Ha 6a3*

MBaauMHCKOT0 YUP«X/IeH|

MoMOLLHMK X
naumeHTa (Patient CCare Link
Asiiftant) * e OTOOpaKEHME VHCOpMAaLWN

* Peructpaumsi
CUMIMTOMOB

kM vB¥oeaHnell£eluihp»aHme »WBurbl«e cogmmHelme

Ana nporpammupoBaHna OKC Astra u Azure MOCPeACTBOM KOMMYHMUKAUMOHHOM CUCTEMbI WHAYKTUBHOW TeneMeTpum
MOXeT MCMo/b30BaTbCA TOMIbKO NporpaMMarop Bpada. MaumeHTbl MOFyT WUCMO0/b30BaTb AOMNOSHUTENbHbLIA MOHUTOP
nayveHTa MeaTpoHuk (Medtronic) gnsa c6opa MH(1)opMauym ¢ MMNAIAHTUPOBaHHbIX YCTPOMCTB M 0TrpaBKu MH({)opmaumm
Bpayam rnocpeactsom cetu Medtronic CareLink (nepefava faHHbIX, Mpou3Bogumas nauneHTom). [JononHUTENbHOe,
onunoHasibHOe MO06UIbHOE npuaoxeHne Bluetooth ¢ HM3kMm  3HepronoTpebneHvem (BTLE) (Ha KOTOpbIA He
pacnpocTpaHATCA NpasBuia, LeNCTBYOWME B OTHOLLEHUN MEAULMHCKUX U3[eNnii) N1 MOHUTOP NauueHTa, 3anyCcKaeMblii
nocpeacTBoM ycTpoihictBa Bluetooth ¢ HM3kMM 3HepronoTpebsieHMeM (4OCTYMHO WUCKAOUUTENBHO B Mogenn Azure
MO3BOJISIET OCYLLECTB/IATL Mepefady [AaHHbIX, MHULUUPYyemyto ycTpoiicTBoM (CareAlerts) wnv nnaHoBble yAasleHHbIEX
nepegayn faHHbIx 6e3 yyactua nauveHTa. OKC 6yfeT pearmpoBaTb TO/IbKO Ha OrpaHMYeHHbI Habop KOMaH[, Takue Kak
KOMaHfbl 3anpoca. [aHHble KOMaHAbl He MO03BOMIAINT M3MEHATb MapameTpbl Tepanuu. [aHHble, MNepefaBaemMble C
MMNNaHTUPOBAHHOIO YCTPOMCTBA 4Yepe3 bGecnpoBogHyto cuctemy cBsasn, wn({)pytotca B OKC 1 nepegaroTcs 4epes
MOOMNbHOE MNpunoXxeHue Ha cepsep CareLink, rae oHn gewm(}pyrotes. Mepegaun gaHHbIX Mexay ISKC u cepsepom
CareLink wu()pytoTcs oT Havana 4o KoHua.
 OnucaHne MeAULMHCKUX TLENUMW U NPUHALNEXHOCTENW, UMCKUUNE BOIMOXMNOCTb cobmcci hoi O
|1Q1(Kib;{oBalnAaCuctemol Astra m Azure MPT (Azure MRI) MOryT cOCTOATb U3 CNEAYHOLLMX KOMMOHEHTOB-.[porpammaTop
CareLink Mogenb 2090

* Tporpammatop CareLink Encore, mogens 29901

e AkTuBatop KoHekcyc (Conexus), mogens 27901

He Bocnpon3BoaMTCA 6€3 MMCbMEHHOr0 pa3peLlleHns koMmnaHny "MeaTPOHNK VHK.'
"MeaTpoHUK VHK."
- KoHtbuaeHymanbHo -
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MoHuTop nauneHTa MyCarel Mogenb 24952

MoHuTop naumneHta MyCarelink Smart, Mogens 25000 (Tonbko ycTpoficTBoAstra)

MoHuTop CareLink Express 2020B

MoHnuTop MyCareLink Heart Mogenb 31302 n Mogenb 31301 (ToNbKO yCTpOiACcTBO Azure)

JocTynHble B MPojake 3NeKTPoabl AN CTUMYAALMK npasoro npegcepama MPT SureScan*

JOCTYNHbIe B Npojaxke 3M1eKTPoAbl A1 CTUMYALKMK N1eBOro »enyaouka MPT SureScan®

KoHTakT pasbema mofenv 6725 ans npeacepavs (418 nopta yCTPOMCTBA, eCNN 3NMEKTPOA AN CTUMYNALMA NPaBoro
npeacepans He MOLKJ/TOYEH)

Te e A0CTyMNHble B NPOAaXKe MHCTPYMEHTbI U MPUHAANEXHOCTY A8 NOAAEPXKKM UMMN/IAHTATOB, UCMO/b3yeMbIE C

npeaLwecTBEHHMKOM CeMelicTBa ycTpoicTB AaBumsa [P.

JocTynHble B HPOIAXC NOMNOJINILIC.1bHBIC MEJTHHMMCKHC TNesud:Cuctema Azure/Aslra coBmecTma co
cnefyroLwMMn KoOMMePYecKn AOCTYMHbIMW CUCTEMHbLIMW KOMMNOHeHTaMu:AHanimsaTop Mogens 2290

MarnuT (Patient Magnet) Mogenb 9466
XontepoBcKknin MoHMTOp (Holter Monitor) Mogens DR220

MomowHMK naymeHTa (Patient Assistant) Mogenbs Model PA96000

Mogenb SnekTpoga HanmeHoBaHMe TOProsoi MapKu
5086MRI CeHcopHbli/cTumynmpyrowmii anekTpog CapSureFix MRI SureScan Pace/Sense
5076 CeHcopHblii/cTumynupytoLwwmia anekTpog CapSureFix Novus MRI SureScan
Pace/Sense

4076 2nekTpog CapSureFix Novus MRI SureScan
4074/4574 anewopof CapSure Sense MRI SureScan
3830 CTumynupyrowmii anekTpog SelectSecure
5554 Ctumynupyrowmii anektpog CapSure Z Novus Mogenb 5554
5054 Ctumynupyrowmii anektpog CapSure Z Novus Mogenb 5054

8. WHopmaunsa 06 OneKTpoMarHMuTHasa ammccus

aMC
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- KoHdhmaeHumansHo -
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MeguumHcKoe nsgenve npegHr ffA-yeHo ans ncnonb3oBaHUA B 3N1eKTPOMarHUT cpege, onpefesnieHHON HUKe.
MefnLUMHCKOe YCTPOMCTBO 110KynaTens Wan nosb3oBaTens AO/KHO 06ecneynTb ero Mcnosib3oBaHne B
yKasaHHo cpege.
McnbiTaHne Ha CooTBeTcTBME AneKTpomMarHMTHasA 06CcTaHOBKaA - YKa3aHUA
3NeKTPOMArHNUTHYO
aMumnccuto
Paavonomexu no CUCIIP Mpynna 1 MeanuMHCKOe U13fenne [O/MKHbI M3/lydaTb 3NeKTPOMAarHUTHYIO
1 3HEepPruto 4115 BbINO/THEHWUS OCHOBHOWN (hYHKLMW.
Pagmnonomexn no CUCIIP Knacca B MeauumnHCKoe n3gesnve NpUrogHo 4N NpUMeHeHNA BO BCEX MeCTax

1 pasmeLLeHus.
[MapmoHnyeckue He
cocTasnsawoLme NPUMEHAIOT

noTpe6s1IAeMoro ToKa Mo
M3K 61000-3-2

KonebaHunsa HanpskeHUs v He
thnnkep no M3K 61000-3-  NPUMEHSIIOT
3
MomexoycToi4YnBOCTb
VcnbiTaHne Ha VcnbiTaTenbHblIi YpoBeHb AnekTpomarHuTHas 06CTaHOBKa -
NOMEX0YyCTOMYMBOCTL  YpPOBeHb No M3K COOTBETCTBUA yKasaHus
60601
OneKTpocTaTtnyecKue +6 KB +6 kB Monbl MOMELLLEHMNA  LO/DKHbI ObITb
paspsagbl (ACP) no MOK KOHTaKTHbIN KOHTaKTHbIl BbIMO/IHEHbI M3  [epeBa, 6eToHa WK
61000-4-2 paspsag, paspsag Kepamuyeckon  nautkn. Ecnn  nonbl
MOKPbITbl CAHTETUYECKUM MaTepuasioM, To
+8 KB +8 KB OTHOCUTE/IbHasA BNAXKHOCTb BO3ayXxa
BO34YLUHbIN BO3AYLUHbIT [0/KHa cocTaBNATb He MeHee 30%
paspag paspaj
MarHuTHoe none 3 A/m 0,3 A/m MarHuTHble nosia NPOMbILLEHHOA
NPOMBbILLIJIEHHO YacTOoThI 4YacToTbl [A0/DKHbl  ObITb  U3MepeHbl B
no M3K 61000-4-8 HasHauYeHHOM MeCcTe YCTaHOBKW  [NiA
rapaHTUM TOro, YTO HanpsAXeHHOCTb Mosis
[OCTATOYHO HM3Ka .
McnbiTaHne Ha VcnbiTaTeNbHbIi  [eNCcTBUTENbHbLIA Y POBEHb COOTBETCTBUSA
NMOMeXoyCTOMYMBOCTL  YPOBeHb N0 MOK  YpOBeHb
60601 NOMexX0yCcTonumB
ocTU

He Bocnpou3soauTcsi 6€3 NMCbMEHHOTO paspeLleHnst KoMnaHuy "MeaTPOHUK NHK.*
"MeaTPOHUK NHK."
- KoHdhmaeHuuanbHo -
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KOHAYKTUBHbIE MOMEXH,
HaBefeHHble
pagnovacToTHbIMK
3N1eKTPOMarHUTHbIMU
nonamu no M3K 61000-
4-6

N3ny4vaemoe
pagno4acToTHoe
3N1eKTPOMarH1uTHoOe nose
no M3K 61000-4-3

McnblTaHne Ha
NoOMexoyCTOMYNBOCTb

ANeKTPoCTaTUYECKUIA
paspsag (3CP) no
61000-4-2

IEC

MarHmTHoe nose
NPOMbILLIIEHHOW YacToThbl
(50/60 I'y) IEC 61000-4-

8

PagmoydacToTHOE
3/IEKTPOMarHUTHOe Trone
IEC 61000-4-3

3 B
(cpeprkBagpatu
YHOe 3HayeHue) B
nonoce ot 150
Ky go 80 My
BHe YacToT,
BbLLIe/IEHHbIX ON1A
MNHM BY
YCTPOWCTB

10 B
(cpepHekBagpaTu
YHOE 3Ha4deHune) B
nonoce ot 150
Ky go 80 My
Ha yacToTax,
BblAe/IEHHbIX AnA

MHM BY
YyCTPONCTB

MomMexoyCTOMUMBOCTb
VcnbiTaTenbHblii YpoBeHb

ypoBeHb no IEC COOTBETCTBUSA
60601

16 KB — 16 KB —
KOHTaKTHbIi KOHTaKTHBbIi
paspsag, paspaj
+8 KB — +8 KB —
BO3AYLLHbI BO34YLLHbIA
paspsg, paspsia
3 Alm 3 A/m
3 B/m B nonoce ot 3 B/m

80 MIy oo 25
My

1,7
(cpegHekBagpaTu
YHOE 3HauyeHue)

2,3
(cpepHekBagpaTu
YHOE 3HauyeHue)
13 B/m

"MeATPOHUK NHK."
- KoHtbunaeHumanbHo -

B 1B (cpea!,

afpaTnyHoe 3Ha4YeHUe)

B 1B (cpegHekBagpaTU4YHOe 3HAYEHNE)

10 B/m

DneKTpoMarH1uTHas o6cTaHOBKa —

yKa3zaHusl

Monbl  MOMELLEHNS  JO/MKHbI  ObITb
BbIMO/IHEHbl M3 fAepeBa, 6eTOHa WM
KepaMUYyeckoin naMTKW.  Ecnn nosbl

NMOKPbITbI CUHTETUYECKUM MaTepUasioM, TO
OTHOCUTENbHaA BN@XHOCTb  BO3f4yxa
[JOJ/IKHa cocTaBATbL He MeHee 30%.

YpoBHU MarHUTHOro nonsi
NPOMBbILLIEHHOWA 4yacToTbl [OMKHbI
COOTBETCTBOBAaTb TUMUYHBLIM  YC/IOBUAM
KOMMePYeCKOiA nnm 601bHUYHOM
06CTaHOBKM.

OJHaKo NMoKasaHvsi BCTPOEHHbIX B KPOBaTb
BECOB HE WMENT KPUTMYUECKM BAXKHOIO
3HaueHMs Ans paboTbl  MeAMLMHCKOro
n3menua:  “OneKTPOKapaMOCTUMYSTOP

He BocnpoussoguTcs 6e3 NUMCbMEHHOTO paspeLueHus KomnaHum “MeaTpoHUK UHK."



UMNAAHTUM j bl OfHOKamMepHbIn Astra,
Azure B BapsuHxax ncnonHeHums”

d= 1,2VP Bnonoce oT 26 o 800 MI'y

d = 2,3Vp B nonoce ot 800 MI'y go 2,5
My, roe P HOMUHaNbHas MakcumasnbHas
BbIX0O4Has

MOLLIHOCTb Mepefatunka B Barttax (BT)
yCTaHOB/IEHHasA wu3rotoBuTtenem, ad —
PeKOMeHayeMblIl NPOCTPaHCTBEHHbI
3a30p B MeTpax (M). HanpsikeHHOCTb MosiA
npyv pacnpocTpaHeHUU PaguvoBOSIH  OT
CTauMoHapHbIX paguonepeaTymMkoB Mo
pe3ynbtaTam HabnaeHnin 3a
3/M1EKTPOMarHMTHOM 06CTaHOBKOM, JO/HKHA
ObITb HMXXe, YeM YPOBEHb COOTBETCTBMUSA B
Ka>K[oM nosioce 4acToT.

(«i»)
[laHHoe  yCTpOWCTBO He  [O/IKHO
reHepupoBaTh nomexm N JaHHoe
YCTPOMCTBO  [JO/DKHO  BOCNPUHUMATb
nobble  NOMy4YeHHble MOMEXN, BKJOYas
NMOMexn, KOTopble MOTYT HapyLlaTb paboTy
yCcTpoicTBa. [laHHOe yYCTPOMCTBO  He
JOMKHO  reHepupoBaTb MNMOMexu AN
pagnocTaHuunii, paboTaloLmx B fManasoHe
400,150-~06,000 Ml y, "
NPUMEHSAIOLWMXCA B MeTeoponorMyecKmnx
Lensx, ans METEOPOsIOr NYeCKMX
CMYTHUKOB n  cucTem CMYTHNKOB
nccnefoBaHns 3emnu. YCTpONcTBO
LOJIKHO BOCMPUHMMATb noobble
NoSIyYeHHbIE MOMEXW, BK/IKOYAA MOMEXN,
KOTOpble  MOryT  Hapywatb  paboTty
yCTpoicTBa.
MPNMEYAHWE 1. bonee BbICOKME AnanasoHbl 4acToT npumeHsatoTes npu 80 MMy, n 800 MIy,
NMPUMEYAHWME 2. [aHHOe pPyKOBOACTBO MPMMEHUMO He BO BCeX CuUTyaumax. Ha pacnpocTtpaHeHue
3N1eKTPOMAarHUTHbIX BO/TH B/IMSIET NOT/IOLLEHNE N OTPaXKEHME OT KOHCTPYKUMIA, 00 bEKTOB U NHOAEN.

He BocnpoussoauTcsa 6€3 NMCbMEHHOro pa3peLleHnss KomnaHum "MeaTpoHuK UHK."
"MeATPOHUK VHK."
- KoHchngeHumanbHo -
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9. WHdopmaunsa no
6rnocoBmecTumocTn /

M aTenuan KOMMOHEHTHI Tun KOHTaKTa C TeENOM Cneyndukauyuns U
Ba/infaLmn v P ycTpoiicTBa yenoseka
BepUhrKaLm TuTaH Knacca 1 cornacHo ASTM MocTOAHHbIN KoHTakT ¢ 101291001
*67-06 MAFKUMU TKaHAMWN U
Konunyectso MEXTKaHeBOW
SeMEHT 9/IEMEHTOB 13 YKNAKOCTbIO 101038007
TnTaHa Knacca 1 .
3alMTHBIN 3KpaH C
AsoT makc. 0 Og NeBOV CTOPOHbI
3alNTHBIN 3KpaH ¢
Yrnepog makc. 0,10 npaBoii CTOPOHbI
3aKMM KpenexHbli
Bogopoz makc. 0,0125 LLITUGT KpenmeHms
YKeneso make. 0.20 KOHTaKTHOro pasbema
Kucnopog makc. 0,18
TwuTaH banaHc
CWMKOHOBbBIN KayuyKOBbI Knei, 163171003
nonuagnmetuncunokcad MED 2000, Knei
TexHonorus Nusilmed
Mogay/ib KOHTaKTHbIX 168166003
75D nonunypeTaH anactaH Tecothane Da3bEMOB
CunnKoHOBbIN KayyyK ETR, 168588001

anactomep "Cunactuk’ ¢
O6MOMEeANLMHCKOM OLeHKOoM oT "oy
KopHuHr” (Dow Coming)

MegnuymHCcKoe n3genne cooTBeTCcTBYET cTaHgapTy 1SO 10993.

dnactuyHasa BTyNKa

TapupoBaHHbIA KNtOY

MaTtepuanbl (He npegHasHayeHbl 4151 KOHTaKTa C YefloBeYECKUM Tes10M):
1) Haft - nonnacpupumng 1100F-8104, cBeT/10-Cepblii KpacuTe/lb

2) WecturpaHHbIiii Ban - 455 Koppo3nMoHHOCTOMKas cTalb KapneHTep

C 0,05% makc.

P 0,040% makc.

He Bocnpou3sBoantcs 6e3 NMCbMEHHOro paspelueHnss KomnaHum "MeaTpoHUK VHK."
"MeaTpOHUK VHK."
- KoHdhmnaeHumansHo -
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Si 0,50% maxc.

Ni 7.50 no 9.50%

Cu 1,50 no 2,50%

Cb + Ta 0,10 no 0,50%

Mn 0,50% maxc.
S 0,030% maxc.
Cr 11,00 no 12,50%
Mo 0,05% maxc.
Ti 0,80 no 1,40%
Fe 6ananc
YnaxkoBkH
YacTbh ynakoBkH Marepuan
Konrelinep be3 nokputns PETG Glidex
Kpbitukx C nokpeitneM Tyvek® 1073B c kieem Oliver 18B
DTHKeTKa Ha NEpBHYHON yNaKoBKe Bymara ans ctpy#iHo# neyarH, BullyckaeMasi KOMNaHueH
"Green Bay Packing Inc.", CHIA
[leyaTHas cuHAs Kpacka Cunue yepHuia, npoussoautens "Green Bay Packing Inc.”,
CLIA
[TewaTnas yepHas Kpacka a. Prime Mark/
b. Ultra V/
c. TR4085plus.

10. Jn3aiin H
BHewHu#i Bua, ¢oro
HJIH H300paxeHHe

INeKTPOKAPAHOCTHMYIATOP MMILIAHTHPYeMbiH oaHokamepHbiii Azure XT SR MRI SureScan, mozens W2SRO01 8 coctase:
INeKTPOKAPAHOCTHMYJIATOP HMILIAHTHPYeMbIi ofHokaMepHsili Azure XT SR MRI SureScan, moaens W2SR01

He 80CNPon3soanTcn 623 NHCLMEHHONO PA3PeWEHNA "Mearp Wk,

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU “MeATpoHuK NnK.”
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TapupoBaHHbINA KoY

[OKyMeHTaLMs N0 NPOAYKTY

He BocnpounssogmTcs 6€3 MMCbMEHHOTO pa3pelleHns komnaHum "MeaTpoHuK UHK.'

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU "MeATPOHMK VHK."
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11. Hudopmauus o | Crepuniitie GapeepHile CHCTEMSEI, COCTOXIINE H3 IOTKOB (KonTefiepos) u3 MITT (Glidex) Ge3 NOKPEITHS, MOKPLITHIX

MapKHpOBKe ¥ | kpuitkoii n3 MaTephana nonustanc Talsek ® (Tyvek® }1073B ¢ kncenniM crioem Oliver18B u crepan3oBaHHEIX ra3oM
yfaKkoBKe ITAJIEHOKCHAOM. DTOT CTepHIBHLI GapbepHbill MaTepuan ABnseTca obupam ans MuEOMAX Mogencd unemmit CRDM 8
MEQHIHHCKOTO PALTHYHBIX ceMefcTBAX OPOAYKTOB. 3HAYMTENLHAS HACTH HCOBLITAHHHA, KOTOpbie NMOMICPKHBAIOT HCMONLIOBAHHE
H3AETHA yNaxoBOYHBIX MATEPHANOB H CTEPHILHAIX YNIAKOBOK, CIELH(HIHA VIS YHAKOBOYHBIX MATCPHAIOB H KOMILIEKTOB, a He JUIi

KOHKpETHRIX IpOAYKTOB. KOHKpeTHBIE JaHHEE O MPOAYKTE IS KBATHOHKAUHH CTCPHIH3ALME, KBaTddHKauny ceoicre
YNAKOBKH, MAPKHPOBKH H cneimdiieckne TpeOOBAHKA K MPOAYKTY MOXKHO HaliTH B UCTOpHH CO3NaHHH AOKYMEHTOB IR
KaXA0r0 OTACNBHOTO MPOXYKTA.

Crepuwmsinie Gapsepusie cucremut juis CRDM, cocrosimmue u3 notkoB u3 [I9TT (Glidex) Ge3 noxkphTas, NOKPRTHIX
xpumxoit w3 Talisex ® (Tyvek® )1073B ¢ xneesaM cnoem Oliver!8B u CTEpUNHIOBAHHBIX IaloM ITHICHOKCHAOM,
ynaxoky g manenuit ITIWHKI/CPT 1 ynakoBKH AJIA 3ICKTPOZOB ¢ JBYMR TOYKAMH BBEACHHS.

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU “Mearporn Hix.”
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HE BOCTIPONDROAMTCA 683 MHCHMENHONO PAIPEWEHHA KOMNAHKH "MeaTROINM Wine."
"MeATPOHWK MHK."
- Kondmaghupuanso -
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Yeprex BHeIHEH YIAKOBRH ¢ pa3MEpaMH:

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

He SOCTPONSEOANTTN 523 NUCLMEINION PAIPSWEHNER KOMNIHNN "SALQTPOHME Hewi.”
“MeaTpossnn We."
= KoNPuARHUMBALIO -




TIpEMep FTHKETKH YIAKOBKH ¢ YKa3aaHo# undgopmansuedi:

DNEKTPOKAPIMOCTHMYIATOP WMILIAHTHPyeMull oasokamepHbiit Azure XT SR MRI SureScan, Monens W2SRO1
(TpaHCOOpTHAS YNAKOBKA H MAPKHPOBKA HA BKIAABIL-HaKIeHKax)

000 LIMPMH (3 INFO@CIRMLRU @ WWW.GOSZDRAVNADZOR RU e e R T oot

- Kowdwarimpansio -



He S0CNPONIBOAMTCA GE3 MICRMENHOND PIIPEWEHNN HOMNIam “MeaTponmK HHw.”
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M970311A001 B - M967972A001 A

Medtronic ©Bluetooth'
Azure~XTSRMRI5ureScan™ W2SR01

Medtronic Azure™ XTSRMR! SureScarr sJIFIélsm A
W2SR01 [InWWWOOOO00W REA W2SROL
Medtronic Azurc~ XT SRMR! SureScan'*
W2SR01 "WWWOOOO0OOW
Medtronic Azure™ XT SRMRI SureScan™ Unl W\W000000W
W2SR01 [*WWWOOOO0OOW
Medtronic Azure™ XT SRMR SureScan™
W2SR01 "WWWOOOOOOW
Medtronic Azure™ XTSR MR SureScan™
W2SR01 [s*» WWWOOOOO0OW
Medtronic AzureXT SRVR! SureScant™ Medtronic ® O  ©Bluetooth
W2SR01 [s WWOOOOOOW Azure~XTSRMRISureScan~ W2SR01
20
Mecttronlc Azures XTSR MRl SureScant™ [snl wwwwoooooow
W2SR01 SWWWOOOOOOW
Medtronic Azure™ XT SRMRI SureScan™
W2SR01 [A"WWWOOOOOOW
Medtronic Azure™ XT SRMRI SureScan™
W2SR01 SWWWOOOOOOW
NA ©Bluetooth'
Mecbionlc Azure™ XTSR MR SureScan™ MXTSRMRtSureScan™ W2SR01
W2SROL ["WWWOOOOOOW ?ib’l{ﬁinﬁ .
Medtronic Azure™ XTSR MR SureScan'™ SN VWAAOOO00oW
W2SRO1 SWWWOOOO0OOW
Medtronic Azure™ XTSR MR SureScan™
W2SR01 *WWWOOOOOOW

He BocnponssoanTtcsa 6e3 NMCbMEHHOTO pa3peLleHns KoMnaHum "MegTpoHuk NHk."
"MeATpPOHUK NHK."
- KoHdmaeHumansHo -
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Medtronic VIR Lox (1A
Azure™ XT SR MRI SureScan™ W2SR01

*BiueSync™"' cardiac monitoring system - n W2SRO1
® WWWO00000W
S m m m

M970311A001 B » M967972A001 A PIN: WOOOWWWOOW

Medtronic VVIR 1x (Ne~

Azure™ XT SR MRI SureScan™ W2SR01
[REF] W2SR01

[snl wwwoooooow

(01)00000000000000(17)000000(21)WWWO000000W M970311A001 B - M967972A001 A

CTUKep Ha yNnaKOBKY M34enus HaHocMTcs B Poccuiickoih ®epepauuy Ans peanmsayum npofykta B KOMMepPUYeCcKux
uensax (nocne mnonydvyeHus PeructpayMoHHOro Y AOCTOBEPEHMS) U COAEPXUT clneayloulylo MHGpopmayuto:

HavmeHoBaHWe n3genvs (Ha pycCKOM A3bIKeE)

MpounsBogmTeb (Ha3BaHe) UPN (YHUKaNbHbI HOMep
NpojyKTa)

CTpaHa NponcxXoXaeHns CFEN n (n1ueBoi Homep
3aKaszumKa)

CM. pyKOBO/CTBO MO YCTPONCTBY
PerncTtpaumoHHoe yaoctosepeHumne Ne faTta Bblgauu

He Bocnpoun3soautcst 6e3 NMCbMEHHOro paspelueHns koMmnaHum "MeaTpoHnK NHK."

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU "MeATPOHUK NHK."
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Cnefyownii nepevyeHb CUMBON MPUMEHUM K Pas/IMYHbIM NpodyKTaM. 1oc1* *»nTe 3TUKETKU Ha YNaKoBKe MpoAyKTa,
4YTOObl Yy3HaTb, Kakue CUMBO/IbI 1MMEHMMbl K HacTOSLWEMY MPOAYKTY, a .aKXe Yy3HaTb CepuiHbIA HOMep, paTy
NPOV3BOACTBA M CPOK rOAHOCTU NPOAYKTa.

3OESTNA n CUCTEMBbI, BKNtoyaroLLmve
Paf?ro4acTOTHbIE MepeaTULLIKU U NpeaHaMepPeHHO
MCMO/L3>TOLLIME PAAMOYACTOTHOKO 3/1eKTpOMar HUTHOH
3HEPruo AN AUarHOCTUKN UMW NEYEHNS, JO/DKHbI UMETH
MapPKVPOBKO' B BUJE 3HaKa HEVOHV3MPO' VYV paauaunin

3Ta M KNPOBKa COOTBETCTBUSA OTHOCUTCA K NPOLYKTaM, A1s |
KOTOpbIX 6bl1a MPoBeAeHa oba3aTe/ibHas Npoueaypa
cepTmmKaLmm

12. MeToabl n CeMeiCcTBO MU34eNnin MNIaHTUpyemblx BoguTeneii putma (MBP) Azure n Astra ycreLwHO NpoLU/io aTTecTaumio B npoliecce

ycnoeus 30-MUHYTHOW cTepunmsaumn 100 % S0 B COOTBETCTBMM C NPOU3BOACTBEHHbIMU AOKYyMeHTamn SMO (W1000285) n MJC
cTepunusauuny, (POD_000123) nnn no60oro sKBMBasIeHTHOro npotecca 30-MUHYTHOI cTepunmsaunm 100 % 30 KoMnaHUM «MegTPOHUK.
NoAAepXXMBatoLLme YpoBeHb 06ecneyeHns CTepUIbHOCTA, NPEeBbILLAIOLLNIA JOoCTUraeTcs, Korga cemeiictBo msgenuii MUBP Azure n Astra
CTEPUNBHOCTL (418 MPOXOAAT CTepunnsaumio ¢ KoHpurypaumen sarpyskun «MBP» B SMO (W1000285) n 8 MJC (POD 000123). CemeiicTBYy
CTePU/IbHbIX nsgennin IBP Azure n Astra TpebyeTcs, Kak MUHUMYM, 2 Yaca NPUHYANTENbHOM aspaumy HarpeTbiM BO34yXOM nocne 1-
MeLNLMHCKMX KpPaTHOW CTepum3aunn, 1, Kak MUHAMYM, 8 4acoB MPUHYAUTENbHOM aspauy HarpeTbiM BO34YXOM Moc/e 2-X U 5-KpaTHOA
n3gennii) cTepunusaymm. MakcmmasibHOe JOMYCTUMOe BPeMsi MPUHYAUTENbHON aspalmm HarpeTbiM BO34YyXOM cocTaB/isieT 16 yacos

MOC/e KaxKAoro uunkrmia crepunnsagnin.

Bce BHYTpeHHME 1 BHelLHWe TpeboBaHus 6blin cobnofeHbl. CemeinctBo mgenuii IBP Azure n Astra aTTecToBaHO ANt
cTepunusaumm B TedeHne oT 140 5 30-MUHYTHBIX UUKI0B cTepunmsaymmn 100 % 30.

13. Mopagok un CobnogaiiTe MecTHble MpaBwWna ANs Hag/iexalleq yTuamsauum 3Toro NpofyKTa. He yTWnvsupyiite 3TOT NpojyKT B
YC/I0BUS M3BNEYeHNss HECOPTMPOBAHHOM MYHMLMMNaNbHOM MOTOKe 0TXO0A0B. STOT NPOAYKT COAEPXUT MaTepuasibl, KOTOPble MOTYT HaHeCTV Bpej

n yTunmsaumy  OKpyxatouein cpege. Cm. Http://recycling.medtronic.com fn1a nosiyYeHNs MHCTPYKLMIA NO NPaBU/IbHON YyTUAN3ALMKA 3TOTO
MeULNHCKOro npogyKra.
n3nenns MpuMnTe K CBELEHUIO CeayIOLLYI0 MH(POPMALIMIO, OTHOCALLYIOCA K 3KCNIaHTauun 1 yTuamsaumm ycTpomcTBea:

e YT06bl NMpeaoTBpaTUTb HaHeCeHMe HeafeKBaTHbIX PaspsoB, Meped 3KCMAaHTauuveld, YMCTKOM M TPaHCMOPTUPOBKOWA
YCTPOICTBA NPOBEAMTE €r0 ONPOC M OTK/IHOUMTE AeTEKLMIO TaXMapUTMum.

e [locne cmepTU nauuMeHTa YCTPOCTBO [JO/DKHO ObiTb 3KCM/IAHTMPOBAHO. B HEKOTOpbIX CTpaHax W3BfeYeHue
MMMNIaHTMPYEMbIX YCTPOIACTB, paboTalolmnx 0T GaTapei, NpeanucbiBaeTCsl 3aKOHamy 06 OXpaHe OKpY»Katolleli cpefbl.

He BocnpounsBoanTcs 63 NMCbMEHHOTO pa3peLleHns komnanum "MeaTpoHuk UHK."
& 000 LUPMU @] INFO@CIRMI.RU @& WWW.GOSZDRAVNADZOR.RU "MeATPOHVK VIHK."

- KoHdmpaeHumanbHo -



14. VHdopmaupss 06

N3roToBUTENE
MeJVLMHCKOr 0
ycTpolicTea (Ha3BaHve,
agpec MecTa
HaXOXeHVS,
MOYTOBbIA ajpec,
HOMep TesnedoHa,
afpec MecTa
MpPOU3BOLCTBA)

15.  Knaccudmkaums
MeULMHCKOro
n3penuns:

16. Tvin KoHTaKTa C
OpraHM3mMom (Tesiom)
YesioBeKa

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

YTOoUHUTE HEOOXOAMMOCTb W3B/IK.MMIMSA COrIaCHO MECTHOMY 3aKOHoZaTesbCTE:
Kpemauumn yCcTpoiCcTBO MOXeT B30pIMIbcs.

* ImnnaHTupyemble ycTpoicTBa Kopropaumn Medtronic npegHasHayveHbl TO/IbKO 4151 OAHOPA30BOro MCcrnonb3oBaHus. He
CTEPUIN3YITE U HE UMMNNAHTUPYNTE MOBTOPHO 3KCMNIaHTUPOBaHHbIE YCTPONCTBA.

o OG6paulaiitecb B KomnaHuio Medtronic gna nonyyeHuss HabopoB A9 BO3BpaTta MO MOYTe, 4YTOObI BEPHYTb
9KCMIaHTUPOBaHHbIe YCTPOMCTBA A4/15 UCCNefoBaHNS U yTUAM3aumn. Agpeca yKasaHbl Ha 3afHeii CTOpoHe 06/100KKMN.
MpumeyaHue:  YTunmsaumss  3KCMJAHTUPOBAHHbLIX — YCTPOWCTB  WAM  3/1EKTPOAOB  PErynvpyeTcs  MeCTHbIMMU,
rocyfapCTBeHHbIMU U (hefilepasibHbIMK NpaBuiamm

Knacc otxonoB - B (B COOTBETCTBUM C AEACTBYHOLLMM 3aKOHOAATENbCTBOM P®d) nocne KoHTakTa ¢ opraHusMom, A ans
OTXO0B He KOHTAKTUPYIOLLNX C OpraHn3MoMm

OpraHunsaunoHHoO-NpaBoBas opma 1 NosiHoe HamMeHOBaHWe PUAMYECKOro inya:

KomnaHwus Medtronic Inc., USA (MegTpoHuk VHK., CLLUA)

Agpec (MeCTOHaxX0X/eH1e) IpULNYECKOro nuua:

710 Medtronic Parkway N.E. Minneapolis, MN 55432, USA (710 MegTpoHuk [Mapkysin H. E. MwuHHeanonuc, wrar
MwuHHecoTa 55432, CLLA)

TenehoHHble HOMepa:

Ten.:+1 763 514 4000;

dakc:+! 763 514 4879;

AfLpec 3N1eKTPOHHOM NOYTbI OPUAMYECKOT0 Nnua (ecnm nmeeTcs):

hUD://ww"'w.mcdtronic.com/conlacl-Lis/index.htm

MecTa Npon3BOACTBa MEAULMHCKOIO MU34eNns:

1. Medtronic Europe Sari, Route Du Molliau 31, Case Postale, 1131 Tolochenaz, SWITZERLAND

2. Medtronic Puerto Rico Operations Co., Juncos Road 31, Km. 24, Hm 4, Ceiba Norte Industrial Park, Juncos PR 00777
USA

Knacc onacHoOCTH, 3aBUCALLMI OT BO3MOXHOIO pUCKa, CBA3AHHOMO C UCMO/b30BaHNEM MefULMHCKOro n3genus - KJTACC 3
/111

Knacc anekTpobesonacHocTK, 6e30nacHOCTM Mpu paboTe C nasepamu M UHbIMW TUMaMK OMNacHbIX (HaKTopoB (MpU KX
HanMuunm)

Knacc 6esonacHoOCTM nporpammMHoro obecriedeHus: C (cornacHo M3K 62304)

Twvn KOHTaKTa C OpraHn3MoM ~ MOCTOAHHbIA KOHTAKT C MATKUMWU TKaHAMWU Y MEXTKaHEBOMW XXNLKOCTbHO.

Twvn paboyeit yactn: aHanornyHo CF;

CTepunbHOCTb: CTEPUNBHO.

Knaccngmkaumsi, B 3aBUCUMOCTU OT BO3MOXHbIX NOC/IEACTBUIA HEMCNPABHOCTEN MPU UCNOMb30BaHUW M3genns: A

Knacc MegnuMHCKMX 0TXOA0B: B A1a 0TX040B MOC/e KOHTaKTa ¢ opraHvM3mMoM, A 18 0TXO40B He KOHTaKTUPYHLMX C
opraHvM3amom

MOCTOSIHHBIN KOHTAKT C MATKUMW TKaHAMU U MEXXTKaHEBOM XXNLKOCTbIO

;7pomMe TOro, Npu CKUraHUM WM npu

He Bocnpomn3BoanTcA 6e3 NMCbMEHHOT0 pa3peLueHust komnaHun "MeaTpoHUK VIHK."
"MeATPOHUK NHK."
- KoHdhnaeHumansbHo -



17. MeToAbl n HenpumeHnmo.

Cnocoobl pavpie MegunumnHckoe usgenvie ogHopasoT3no UCM0/1b30BaHUA.

Ae3vHdekumn %

cTepunnmnsaygunm

18. CpOKCJ’Iy)KGbI Cpok CNnyx6bl - 18 mecsiyes.

19. YcnoBua Mcnonb3syeTca B MeAULMHCKOM U Sle4ebHO-NPOUNIaKTUHECKOM YUpexaeHUsIX.
aKcnnyartaynn, CnepyeT Ncnonb3oBaTb TOILKO Mo HabAAEHNEM KBaUTMIULMPOBAaHHbBIX Bpayen,

BHYTPEHHAA TeMmnepartypa tena 32 ®C-42 °C, BnaxHocTtb 80-100%

Ba3zoBas cKOpOCTb, YacToTa MMMY/bCOB TecTa, A/IMTEe/IbHOCTb UMMy/ibCa U aMnanTyAa MMMy/ibca OCTaloTCA B npegenax
oXungaemMblix JOMYCKOB, KOrga Temrneparypa ycTpoicTBa coctaBnseT ot 22 °C o 45 °C. YyBCTBUTE/IBHOCTb MPU OObIYHBLIX
YC/IOBUSX, U3MepeHHas npu Temriepatype 37°C MOXET U3MEHUTbCA BM/IOTb A0 1 % Ha ogMH ®C npu M3MEHEHUU B
AnanasoHe o1 22°C go 45@C.

20. Ycnosusa BHuMaTtenbHO cobniogalite aTv pekoMeHgauuu npu obpalleHnn Unn XpaHeHuu ycTploncTBa. HeT gpyrux Tpeb6oBaHwii K
TPaAHCMOPTUPOBKN 1N  XpaHeHWto 3a npegenamy TeMneparypbl HaWNX MeXNPogecCuoHabHbIX rpynmn:
XpaHeHus XpaHuTte 1 TpaHCNoOpPTUPYITEe YNakoBKY nNpu temnepartype ot -18°C go +55°C
21. TpeboBaHna HenpuMeHUMO
yCTaHOBKe 7
MOHTaXy
22. FapaHTUiiHbIE T[apaHTMpOBaHHbI CPOK XpaHeHUs -18 mecsiues
obs3arenibCTBa
23. MepeyeHb CCbINKN HA CTAHOAPTDbI U HANMEHOBAHWE COOTBETCTBWE
BHYTPEHHUX 7] PEBU3UNN CTAHOAPTA TPEBOBAHUNAM
MeXAyHapogHbIX EN 556-1 Ctepunusaymsa MeaunuMHcKnx [MonHoe cooTBeTcTBME TPeboBaHUSAM
HOPMAaTUBHbIX YCTPOWICTB. TpeboBaHus K
[OKYMEHTOB / MeAULMHCKUM YCTpOWCTBaM,
cTaHaapToB KOoTOpble OO/DKHBI ObITb
MapKMpoBaHbl Kak «CTepusibHbIe».
Yactb 1 Tpeb6oBaHuA K
MeLaNLNHCKUM n3aenunam,
noasiexawmm KOHEYHOWA
cTepunumsaumnu
ISO 15223-1 N3genua meguumnHckue. CumBonbl, [osHoe cooTBeTCTBUE TPeboBaHUAM
NMPUMEHsieEMbIE MNPX  MapKMPOBaHUU
Ha MeLUNLNHCKNX n3genusx,

3TUKETKaxX W B COMPOBOAUTESIBHOWM
AOoKymeHTauun. Yactb 1. OCHOBHble
TpeboBaHusi

He Bocnpou3BoguTCst 6€3 NMCbMEeHHOro paspelleHnst KoMnaHum "MeATPOHMK NHK."
"MeLTPOHUK VIHK."
- KoHhuaeHumanbHo -
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EN 1041 WHdopmauums,
npousBoguTenem MeAVLNHCICUX
n3aenuvi

ISO 5841-3 WmnnaHtel  gna xupyprum -

CepfZieuHble KapouoCTUMYATOPbI -

YacTb 3 HunskonpounbHbIe
pasbembl (1Is-1) ansi
UMNNaHTUPYEMbIX
KapAnoCcTUMYNATOPOB

ENISO 10993-1 Buronornyeckas oueHkKa

MegULUUHCKUX m3gennin - Yactb 1
OueHka 1 TeCTUpoBaHMe B npoLecce
ynpaB/ieHUs pUcKamu.

OueHka O1OM0rN4YecKoro
BO34EeNCTBUSA MeAUNLNHCKUX
n3gennii. Yactb 7. OcTaTto4yHoe
cofepxaHue 3TUNeHoKcuaa nocre
cTepunusauumn

Ctepunusaymsa NnpoayKToB
MeAVNLUMHCKOro Ha3sHayeHuns. Okcup
aTuNeHa. TpeboBaHUsA K pa3paboTke,
Ba/IMdaLnn N PyTUHHOMY KOHTPOJIHO
npouecca cTepunusaumu ans
MeLULVNHCKNX YCTPOWCTB.

YnakoBKa ans
noanexaumnx
cTepuinsaummn - YacTtb 1
TpeboBaHus K Martepuanam,
cuctemMaMm 3alnTbl CTEPUIBHOCTU U
cuctemMam yrnakoBku (ISO 11607-
1:2006)

YnakoBKa MeOUUMHCKUX W3LeNuii,
CTEpPUIN3YEMbIX Ha 3aBepluatoLlei
cTagum npousBoAactBa. Yactb 2.
TpeboBaHUA K OLEHKe npoLeccoB
hopMMpoBaHUs, repMmeTusaunum wu
c6opkn

ENISO 10993-7

1ISO 11135

ISO 11607-1 n3nennii,

orHaIbHOIA

I1ISO 11607-2

He BocnpounsBogutcsa 6e3 NCbMEHHOTo paspeLLeHnst KomnaHum "MeaTpoHuK VHK.”
"MeATPOHUK MHK."
- KoHhnaeHumanbHo -

npepocTtasngemr i ‘mlNosiHoe COOTBETCTBME TPEOGOBaHUSAM

lMosiHoe cooTBeTCTBUE TPeBOoBaHUAM

lMonHoe cooTBeTCTBUE TPEOGOBAHNAM

MonHoe cooTBeTCTBUE TPEGOBAHUSAM

MNMonHoe cooTBETCTBME TPEGOBAHNSM

MNMosiHoe cOOTBETCTBUE TPEGOBAHUSAM

MonHoe cooTBeTCTBME Tpe6OBaH nAm



& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

ENISO 14971

EN 45502-1

EN 45502-2-1

EN 60601-1

EN 60601-1-6

EN 62304

EN 62366

MeauumHckue n3genuvs
MpumMeHeHVe ynpaBfeHUs puckamu
K n3gennam MeaUNLNHCKOro
Ha3Ha4YeHus

AKTUBHbIE UMMIaHTUpyemble
MeaAuUMHCKue yctpoiictea. Hactb 1
O6uwume TpeboBaHus K
6e30nacHoCTH, MapKMpOBKe "
MHopmaymn, npegocTaBnsemMoni
nponsBoanTenem

AKTUBHbIE UMMIaHTUPYEMble

MeOMUMHCKME yCTpoiicTBa. YacTb 2-
1. Ocobble Tpeb6OBaHMA K aKTUBHbIM
UMMNNaHTUPYEMbIM MeANLNHCKUM
ycTpoiicTBam, npeaHasHayYeHHbIM
oS neyeHus opagmaputMmnii
(kaponocTUMynATopbl)

MeaunumHckoe a/ieKTpunyeckoe
obopypoBaHue - Yactb 1. O6wume
TpeboBaHMsA K 6e3onacHOCTM MU

OCHOBHbIM pabouvnm
XapakTepucTmkam

MeauuymHckoe anekTpuyeckoe
obopyaoBaHue - Yactn 1-6: O6wume
TpeboBaHuA 6a3oBoii
6e3onacHoCTuU OCHOBHbIM
PYHKUMOHaIbHbLIM
XapaKTepucTukam CtaHpgapT
obecneyveHus: Ypo6¢TBO
NPUMEHEHUS

MporpammHOe o6GecneyeHve O/1A
MeLUNLUNHCKNX YCTPOWCTB.
MNpouecchbl )XU3HEHHOTO uukna
nporpaMmMHOro obecrnevyeHms
MegnynHckue
MpoekTnpoBaHue MeLULMHCKNX
n3gennii c yyeTom
aKcnayaTayMOHHOW NPUrogHOCTH

He Bocnpon3soanTcs 6e3 NMCbMEHHOTO paspeLleHns KomnaHum "MegTPOHUK UHK.”

"MeATPOHUK UHK."
* KoHdhmaeHumansHo -

npuoéopsbl.

>/1HOe COOTBETCTBUE Tpe60|3aH nAam

NonHoe cooTBeTCTBME Tpe6OBaH NAM

MosIHoe COOTBETCTBME TPEGOBAHUSIM

lMonHoe cooTBeTCTBME NMYHKTY 14

MNMonHoe cooTBETCTBME TPe6GOBAHNSAM

NonHoe cooTBeTCTBME Tp86OBaH nAM

MonHoe cooTBeTCTBME TPEbOBaAHUAM



24,
NOJJEPKKH
KJIHEHTOB

Cnyxba

ObcryxuBanue

Komnauus Medtronic uMeeT B CBOEM pacHOpPAXKEHUWH BHICOKOKBAIH(PHLHPOBAHHBIX MPEACTABUTENEH M HHXKEHEPHO-
TEXHHYECKHH nepcoHan. CneuManucTbl KOMIMAHHH paGoTaloT B Pa3sHBIX CTPaHaX Mo BCEMY MHpY H FOTOBbI IPEAOCTaBHTH
obcyXHBaHUe, a TakXke, MO OTAENBHOMY 3anpocy, obecneduTb MOArOTOBKY H 00ydeHHE MEAHUHHCKOro MepcoHana,
MMEIOLIIEr0 OTHOLLEHHE K HCIIONb30BaHuIO H3aennit Medtronic. Kpome Toro, komnanus Medtronic pacneonaraeT wrarom
BBICOKONPOECCHOHANBHBIX CMIEHATHCTOB, NPEAOCTABNAIOIHX TEXHHYECKHE KOHCY/ILTALIMH NO/IB30BaTENAM H3AeNHi. [lns
nonyuenus 6onee noapobHoi HHGopMaLMK MPocHM obpatnatses k GnukaliteMy mpeacTaBHTeo komnanuu Medtronic no
OIHOMY H3 TeNedOHHBIX HOMEPOB HIIH 1O AAPECY, YKa3aHHOMY HHXKE.

Medtronic USA, Inc.

710 Menrpouuk INapkysi H. E. Munneanonuc, urrat Munnecora 55432, CLLIA

[MpenocraBneHne HHPOPMALIHH NALMEHTAM:

Becnnatusiii 3sonok: +1 800 551 5544

(7.00 - 18.00, noHe AENBHUK-NATHHUIIA, LEHTPATbHOE NOACHOE BpeMs)

MpeacraBurenbcreo komnanun B Mockse:

000 «MexnTponuk»

Poccuiickas ®enepauus, 123317, Mocksa,

[MpecHenckas HabGepexHas, 10

Ten.: +7 495 580 7377 +7 495 580 7377 FREE

daxkc: + 7495 580 7378

E-mail: info.russia@medtronic.ru

UnrepHer-caiithl: www.medtronic.eu, www.medtronic.ru

Azipeca opHCHBIX NPeCTaBUTENLCTB KOMNAHHH Medtronic B pa3sHbIX CTpaHax MHpa HMEIOTCA MO CCbUIKeE:
http://www.medtronic.com

He BOCNPON3BOANTCEN 6E3 NUCHMEHHOM PAIPEWEHNA KOMNIHWK “MegTponnk Mnn.”

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU "MegrpoHnx Muw.”

- KONGRABHUMBALHO -




MpunoxeHne Nel K TexHU4YeCKOn MHGopmaynm

[MapameTpbl n3genms

V=B

mV = mB
ms = Mmc

min = MWUH
min ™ = My
O =0wm

W = kOm
up = MK®

ONeKTpoKapANOCTUMYNATOP MMMNAAHTUPYeMbli ofHOKaMepHbIi Azure XT SR MRI SureScan,

mogenb W2SRO1
5.1 HacTpoWKn aKCTPEHHOro pexuma

Tabnnya 11. SKCTPEHHble HAaCTPOWKK pexuma VV1
MapameTp

Pacing Mode (PeXxnm an1ekTpoKapauoCcTUMynaymnm)

Lower Rate (HMXHsA yacToTa)

RV Amplitude (AMnautyga nmnynbca ctumynsagmum Mx)«

RV Pulse Width (4nnTenbHOCTb UMMybca cTUMynAauum MK)®
RV Pace Polarity (MonapHocTb ctumynsaumnm MXx)

V. Blank Post VP ()Kenyao4koBblii cnenoi nepmnog, nocne
XEenygo4KoBO CTUMYIALNN)
Rate Hysteresis (F'mctepesnc 4acToThbl)

V. Rate Stabilization (Ctabunusayms xenyg04koBoro putmMa)
MPT SureScan

3HaueHUs ansa BbiGopa
VVI

70 min™

6V

1,5ms

Unipolar (MoHOMONAPHBIN)

240 ms

O ff (Bbikn)
O ff (Bblkn)
O ff (Bblkn)

* Ecnu gna napametpa RV Amplitude (AMnnuntyga nmnynbca B 1)K) 3anporpaMmmyupoBaHo 3HavyeHve 8
V, TO cTuMmynsuus B pexume V VI BbINOSHAETCS C aMnAnMTygon 8 V- n gintensHOCTbo nMnysibca 1,2 ms.

5.2 HanoxeHwue marHumTa

Korga psgoM C  yCTPOWCTBOM — pasMellaeTcsl  MarHuT,  Pexum

CTUMynAaunn n3MeHdeTca C

3anporpammMmmpoBaHHoro Ha VOO, a yacToTa CTUMYNALUMK naMmeHsaeTcs Ha 100 min'™ Ha NAaTb COKpaLleHuiA,
a3aTem n3meHsieTcst Ha 85 min™ (x 2 min™') nam 65 min™* (£ 2 min™"), Kak onNnMcaHo B KOHL,Ee 3TOro pasaena.
Korga psigom € yCTpOMCTBOM MOMELLAETCS MarHUT, AeTeKuns TaxmaputMuii npuoctaHaBnmBaeTcs. Ecnm
yb6paTb MarHuT, TO YCTPOIACTBO BO3BPATUTCA K CBOEl 3anporpaMmMUpoBaHHO paboTe.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Ecnn ycTpoiicTBo paboTaeT B CTaHAaPTHbIX YC/IOBUAX, YacToTa CTUMyNnaumm coctasnset 85 min'* (700
ms), a Npu MNOSAB/IEHUN UWHAMKATOpPa PEKOMEHAO0BaHHOIO BpeMeHW 3ameHbl (PB3) wnu npu cbpoce
yCTpoOWcTBa OHa bygeT paBHa 65 min™’ (920 ms).

MpumeyaHue: Ecnn mexay yCTPOMCTBOM M NPOrpaMmMaTopoM yCTaHaB/IMBaEeTCA TeNEeMeTPUS NN PEXUM
MPT SureScan 3anporpammmpoBaH Ha On (BkJ.), To paboTa MarHuTa He NPoOUCXoauT.

5.3 lMapameTpbl geTekunm TaxmapnTtMmmnn

MapameTp MporpammMmunpyemMble 3Ha4YeHNA Mpwu oTrpy3ske Mocne
cbpoca
MOHUTOPUHT XT Monitor"~ (MOHUTOPWHT); BbIKA Monitor Off
(MoHwuT.) (BbIkn.)
MHTepBan  mMoHuTOpuHra  XT  280: 290 ... 360<~ ... 500 ms 360 ms 360 ms
[4acTOTal!
YyBCTBUTENBLHOCTb M)XK 0,45; 0,60 mV (x 50 %); 0,90; 1,20; 0,90 mV 2,80 mV

2,00; 2,80; 4,00; 5,60; 8,00; 11,30
mV (x 30 %)

BunonapHas: 0,90* mV

MoHononapHasa: 2,80* mV

®N3MepeHHble NHTepPBaU/Ibl YMEHbLUAKTCA A0 3Ha4YeHus], KpaTHoro 10 ms (Hanpumep, 457 ms oKpyrisieTcs
[0 450 ms). YCTpPOWCTBO MCMO/Mb3YET 3TO OKPYI/IEHHOE 3HAUYEeHMEe UHTepBasia, Korga NpuMeHsieT
3anporpaMMmMpoBaHHble KPUTEPUU N pacCUUTbIBAET cpeiHNe 3HaYeHNs NHTEPBasIOB.
~ JTa HacTpoMKa NPUMEHSIETCA KO BCEMY CEHCUHTY B JaHHOW kamepe: U 418 AeTeKUuUn TaxmaputMmun, m
L8 npouenyp CTUMynaumu npm épagmkapanu.

YCTPOMCTBO COOTBETCTBYET TpeboBaHusm [ISO 14708-2, korga Ansi nopora 4YyBCTBUTEbHOCTU
3anporpamMmmMmpoBaHo 3Ha4vyeHue 2,0 mV nnu Bblwe.

5.4 TlMapameTpbl Tepanuun

MapameTp MporpammMmumnpyemble 3Ha4YeHUA Mpwu oTrpyske Mocne
cbpoca
Mode (Pexum) VVIRe> ; VVI; VOO; OVO VVI VVI
Lower Rate (Hwx. 6a3.yact.) ® 30: 35 ... 60'~ :70: 75 ... 150min~< 60 min™ (1000 65 min™
(2 min™’) ms) (923 ms)

®COOTBETCTBYIOLWMWIA UHTEPBA/T HXKHEN YACTOTbl MOXET ObITb BbIYMC/IEH CliefyOWmMM 06pa3oMm:
MHTepBa HWXHel YacTtoTbl (ms) = 60 000/HMXHARA YacToTa.

Tab6nnuya 14. MNapameTpbl Tepanum M)XK
MapameTp MporpamMmmupyemMble 3HavyeHns [pu oTrpyske Mocne cbpoca
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RV Amplitude (MK
amnanTyaa)

RV Pulse Width
(4nmTt.mmnynbcea MX)

RV Sensitivity

(UyscTBUTENBHOCTL MK

RV Pace Polarity (MonapHocTb
MK ctum.)
MonapHocTb MNXX ceHcuHra

RV Lead Monitor (MoHUTOpPWHT
anekTpoaa MXx)

Min  Limit (MWHMManNbHbIN
npepen)
Max Limit (MakcmanbHbIi
npegen)

~NEcnu MX amnnntyga pasHa 8 V, 1o AnnT. M)XK nmMmnynbca fo/mkHa 6bITb MeHbLle 1,3 ms.

0,5; 0,75 ... 1,25 V(+0,125V/-

33%) 1,50 ... 3.5<" ...5; 5,5; 6;
8V (+15%/-33%)“

35V

0,03; 0,06 ms (£10 ps); 0,4 ms
0,1; 0,2; 0,3; 0,47 15 ms
(£25 us)

0,90 mVv

0,45; 0,60 mV (£50%); 0,90 ;
l, 20; 2,00; 2,80; 4,00; 5,60; 8,00;
11,30 mV (x30%)

MoHononapHaa: 2,80"~ mV
BunonapHasa: 0,90 mV

BunonspHas, moHononspHas HacTtpaviBaemas*™
BunonspHada, MOHOMoAPHan HacTtpavBaemas*
ToNIbKO MOHUTOP., AAANTUBH. Monitor  Only
(Tonbko
MOHUTOPMWHT)
200~ ;300; 400; 500 T 2000
3000 N

1000; 1500; 2000; 3000<”™ M

6V

1,5 ms

2,80 mV

MoHononsapHada

MoHononsapHasa

Monitor
(Tonbko
MOHUTOPWHT)
200 N

Only

3000 I

~ JTa HACTpOViKa NPUMEHSIETCS] KO BCEMY CEHCUHIY B A@HHOWN Kamepe: U AN AeTEeKUUN Taxmaputmum, n
ANs npouenyp CTUMYSUUN Npy 6paankapanu.

3HaueHune Configure (HacTpamBaemasi) 0OTo6paxaeTcsl, KorJa yCTpoiicTBO aBTOMATUUECKN HacTpanBaeTt
NONSIPHOCTb 3/1IEKTPOAA NPU UMMNIAHTALUMK. STO 3HAYEHUE HEMb3SA MEHATb.

Ta6numua 15. NapameTpbl ynpas/ieHna 3axsaToM putma MK

MapameTp

RV Capture Management
(YnpaBneHune 3axBaTtoM puTma
M)

RV Amplitude Safety Margin
(I'paHUuLa 6e3onacHocTun
aMmnanTybl nMnynbca

ctumynauum M)
RV Minimum Adapted Amplitude
(MnHnMmanbHasa aganTMpoBaHHas
amnanTyaa nMnynbca
ctumynaymm Mix)
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MporpammmnpyemMmble 3HaYEeHUSA Mpwn
OTrpys3skKe
Adaptive'? (ApanTuBHbIE); Adaptive
Monitor  (MonuTopunur);  Off (AAanTuBHbIe)
(Bblikn)
1,5x; 2,0x'B> ; 2,5x; 3,0X 2,0x
2V

1,0; 1,5;2,0# ;2,5;3,0; 35V

Mocne
cbpoca
O ff (Bbikn)

2,0x

2V



RV Acute Phase Remaining
(OcTaBlUeecsi KOMMYECTBO [JHEN
ocTpoii dasbl MX)

Ta6nunua 16, Cnenble neproasbl
MapameTp

XX cnen, nepuog nocne VP

X cnen. nep. nocne VS

Off (Bbikn); 30; 60; 90; 120<0> ;
150 days (gHen)

Mporpammupyemble 3HaUYeHUS

150; 160 ... 200'B> ... 320 ms (+5;
-30 ms)
120~ ; 130 ... 170; 200; 220; 250;

280; 300; 320 ms (+2; -30 ms)

Ta6nunua 17. MapameTpbl HaCTOTHO-a4aNTUBHOW KapAauOCTUMYIALUN

MapameTp

Upper Sensor Rate (BepxHss
yacToTa ceHcopa)

ADL Rate (HacTtoTta npu

noBceAHEBHOW aKTUBHO CTW)

Rate Profile Optimization
(OnTMmmnsayms npodonsis
YacTOoTbl)

ADL Response (Peakuua Ha

noBceAHEeBHYO aKTUBHOCTb)
Exertion Response (Peakuua Ha
thmnsnyeckyro Harpysky)
Activity Threshold
aKTUBHOCTW)

(Mopor

Activity Acceleration (YckopeHue
aKTUBHOCTU)

Activity Deceleration
(BamegneHne akTUBHOCTHN)

ADL Setpoint (3apaHHOEe
3HaueHve A9  NOBCEAHEBHOMN
aKTUBHOCTW)

UR Setpoint (3agaHHOe 3HaudeHue
BEpXHe 4acToTbl)

MporpaMmmupyeMbie 3Ha4YeHUs

80; 85 ... 130'B> ... 175 miir' (2
min"*)
60; 65 ... 95~ 170 min-' (2
min'*)

On*»~ (Bkn); O ff (Bbikn)

1;2; 3<B>:4;5
1;2;3'B>;4:;5

Low (Hwu3kunin), Medium Low*»

(CpegHe Hwuskmin), Medium High
(CpegHe BbICOKWIA), High
(BbiCcOKUiA)

15; 30" ;60s

Exercise'? (Punsnyeckas

Harpy3ska); 2.5; 5; 10 min

5:6...40:;42...80

15; 16 ... 40; 42 ... 80; 85 ... 180

120
(Anen)

Mpwn
oTrpy3ke
200 ms

120 ms

Mpwn
oTrpyske
130 min'

95 min'*

On (Bkn)

Medium Low
(CpegHe
HU3KWNIA)

30 s

Exercise
(Pusnyeckas
Harpy3ska)

18

40

days

120
(aHei)

days

Mocne
cbpoca
240 ms

120 ms

Mocne
cbpoca
120 min™*

95 min'™

O ff (BbIkn)

Medium Low
(CpenHe
HU3KWIA)

30 s

5 min

18

40

Ta6nuua 18. MapameTpbl dyHKummn Conducted AF Response (OTBeT Ha NpoBeAeHHYo I )

MapameTp
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MporpammupyemMble 3HaUYeHUs

Mpwn

Mocne



Conducted AF Response (OtBeTt
Ha npoBeAeHHy D I1)
Response Level (YpoBeHb OTBETA)

Maximum Rate (Makc.4acToTa)

On (Bkn); O ff~ (Bblkn)

Low (Hnsknn); Medium™"~
(CpepgHwnii); High (Bbicokuia)
80; 85 ... 110~ ... 130 min"™

Ta6nuua 19. MapaMeTpbl CTabUNN3ALMN XKENYA0UKOBO YaCTOTbl

MapameTp
V. Rate Stabilization
(Ctabunusayus 4YacToTbl

COKpaLLeHWNIA Xeny[04yKoB)
Maximum Rate (Makc.4acToTa)

LWar yBenuyeHus nHTepsasia

MporpammMmupyemMbie 3Ha4YeHUs

On (Bkn); OffA (Bbikn)

80; 8 ... 100~ ...120T1T1™"
100; 110... 150'#"...400ms

Ta6nunua 20. MapameTpbl pyHKuMK Sleep (CoH)

MapameTp

Sleep (CoH)

Sleep Rate (HactoTta ctumynauum
BO CHe)

Bed Time (Bpemsa oTxofako CHY)

Wake Time
Npoo6yXaeHus)

(Bpewmsi

MporpaMmmMupyemMbie 3Ha4YeHUs

On (Bkn); O ff~ (Bblkn)

30; 35 ... 50# ;55; 60; 70; 75 ...
100 min™

00:00; 00;10 ... 22:00# ... 23:50
00:00; 00:10 ... 07:00# ... 23:50

Tabnunuya 21. NMNapameTpbl MPT SureScan

MapameTp

MPT SureScan

MRI1 Pacing Mode (Pexum ctum.
npn MPT)
YacTtoTta ctum. npu MPT

MapameTp

vcTtepesnc yacToTbl

5.5 MapameTpbl c6opa faHHbIX

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Mporpammupyemble 3HaUeHUs

On (Bkn.); O ff (Bbikn.)
VOO; OVO

60; 70; 75; 80... 120 min™

MporpaMMupyemMble 3HAUYEHMNS

Bbika*” ; 30; 40 ... 80 min™

oTrpyske
O ff (Bblkn)

Medium
(CpegHuin)
110 min™

Mpn
OTrpyske
O ff (Bblkn)

100 min™
150 ms

Mpwn
OTrpyske
O ff (Bblkn)

50 min

22:00
07:00

Mpwn
OTrpyske
O ff (Bblkn)

Mpw
OTrpyske
Bbikn

cbpoca

O ff (Bbikn)

Medium
(CpegHnii)

110 min™

Mocne
cbpoca
O ff (Bbikn)

120 min™
150 ms

Mocne
cbpoca
O ff (Bblkn)

50 min

22:00
07:00

Mocne
cbpoca
O ff (Bblkn)

Mocne
cbpoca
Bbikn



MapameTp MporpammMmupyemMbie 3Ha4YEHUA Mpw Mocne
OTrpysKe cbpoca

NCTOYHUK OTM 1 Can k RVring; RVtip K RVring” ; RVtip K RVtip K
RVtip k Can RVring RVring
AnanasoH 3TM 1 +1; +2; +4; +8'B> ; +12; +16; +32 8 MV 8 mV

mV
Can k RVring; RVtip k RVring; RVtip k Can  RVtip k Can

RVtip k Can'B>

NCTOYHNK 3TM 2

Anana3oH 9I'M 2 +1: +2: +4: +8"A~ - +12: +16: +32 8 mV 8 mV
mV

NcTouHuK MM 3 RVtip kK RVring; Can Kk RVring* : Can k RVring Can K RVring
RVtip Kk Can

AvnanasoH 3rM 3 +1; 42; +4; +8<6> ; £12; +16; +32 8 MV 8 my
mV

MoHUTOP. 3rM1 u 3rM2~ : 3rM1 wu armMi n 39IrM1 7
3rM3; 3rM2 n 3rM3 oTM2 oMz

3M po Havyana apuTMuUun Bbrcn Bbricn

Boikn” ; Bkn - 1 mecsay, Bkn - 3
Mecaua; Bkn noctosaHHO

Mopor OptiVol 30; 40; 50; 608> ...160; 170; 180 60 Q-Aneit 60 M-Anen
O-gHel
JaTta/Bpemsa ycTponctea N (BbIGEPUTE YACOBOI MOSC) — —
XonTep. TenemMeTpus Buikn'$' ;0.5; 1; 2; 4; 8; 16; 24; 36; BbIKI Bbricn
46 4
BecnpoBog.Tenem. ¢ MOHUTOPOM BKN”" : BbIKN Bkn Bkn"

®HacTpoiikn "Mopor OptiVol" gocTynHbl Ha 3KpaHe "HacTpoiika coopa gaHHbIX", TO/IbKO KOraa napameTp
"BecnpoBoj. TeqieM. C MOHUTOPOM" 3anporpaMmmMmmpoBaH Ha 3HadeHue "Bbrcn”.
N YmeHblueHve nopora OptiVol caenaet ycTpoiicTBO 60s1ee YyBCTBUTESIbHBLIM K U3MEHEHUAM COCTOSIHUSA
YPOBHSA XUAKOCTU B rpy4HOM NONOCTM nauueHTa. NoeblweHne nopora OptiVol MoxeT 3agepxmnsarb Um
NPensaTCTBOBaTb O6HAPYXEHMIO YCTPOMCTBOM 3HAUYUTENIbHbIX N3MEHEHNM COCTOSAHMSA YPOBHS XNUAKOCTU B
rpyAHoOM NosiocTy naumeHTa.

3Ha4vyeHnsa BpeMeHN 1 AaTbl, XpaHALWMEeCH B 3anucax anm3oaos, U Apyrue gaHHble onpenensaioTcsa YacaMmum
napameTpa "[Jata/Bpems ycTponcrtea'.
~ 3HaueHme nocse cb6poca MOXET ObITb YCTAHOB/IEHO Ha "BbIkn", ecyim nmeetcs npobsema, Tpebytowas
OTKNOYEHUSA 6eCnNPOBOAHON CBA3W.

5.6 Napametpsl Medtronic CareAlert

Tabnnuya 24. YBegOMJIEHUSA O KSIMHUYECKUX COCTOSAHUAX

MapameTp
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MporpaMMupyemble 3Ha4YeHus

Mpwn
OTrpy3ske

Mocne
cbpoca



O6Hapy»xeH

BbIikn'” ; Bkn Bbikn Bbikn
MOHUTOPUPOBAHHbIN 3NN304
XT
HacTtpoiiku OptivVol 2.0...
BkroueHue yBegomsieHud BbIka'A : BKN Bbikn Bbikn
OptiVol
Mopor OptiVol™ 30; 40; 50; 60"~ ... 100; 120... 180 60 60

®YMeHbleHre nopora OptiVol caenaet ycTpoiicTBO 60siee YyBCTBUTE/IbHBIM K USMEHEHUSAM COCTOSAHUS
YPOBHS XUAKOCTU B FPYAHOW NONOCTM nauueHTa. MNosblweHne nopora OptiVol moxeT 3agepxmBatb wUim

NpensiTcTBOBaTh 0GHAPY>XEHUIO YCTPONCTBOM 3HAUYNTENbHBIX U3MEHEHWUI COCTOSIHUST YPOBHS XUAKOCTU B
rpyAHOM NoMocTy NaumeHTa.

Ta6bnuua 25. YBEAOM/IEHUSI O LLeNIOCTHOCTU 3M1eKTpoaa/ycTpoiicTBa

MapameTp Mporpammupyemble 3Ha4yeHnd Mpwn Mocne
oTrpy3ke cbpoca
Hun3koe Hanp. 6aTtapen PB3 Bk : BbIKN Bkn Bbikn

MmnepgaHc a/ekTpoaa BHe AuManasoHa...

MimnepaHc anekTpoga

BkritoueHune MK ctumynsumnn Bk~ : BbIKN Bk BbIkn
MX ctmmynaumsa meHee 200<” : 300: 400; 500 N 2001 2000
MX ctumynsauma 6onee 1000: 1500: 2000; 3000/ 0 3000 0 3000 0
Bbicoknii nopor Capture

Management...

Bblicoknii nopor

BkntoyeHune 3axBata X “ Bbikn"” : Bkn Bbikn Bbikn

®Ecnu 3anporpammmnpoBaHo Ha «Bki.», yBeJOMNIEHNE O NpeaynpexaeHnn nocbinaetcs, ecnm MX Capture
Management perncTpupyeT BbICOKME NOporu 3 AHS noapsiA.

5.7 MapameTpbl Tecta CUCTEMbI

MapameTp 3HaueHna ans Bbibopa

MapameTpbl NPOBEPKN Nopora CTUMYASLUN

Test Type (Tun TecTa) Amplitude (Amnnutypa); Pulse Width (OnnTenbHocTb
MMNybCca)

Kamepa Mnx

YMeHbLl. nocne 2; 3 ... 15 nmnynbcos

RV Pace Polarity (MonspHocTe MXX MoHononspHas, éunonspHas

CTUM.)

Mode (Pexunm) ~ VVI; VOO
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Lower Rate (Hux. 6a3. 4acrT.) 30; 35 ... 60; 70; 75 ... 150min '
RV Amplitude (MK-amnnuntyaa) 0,25; 0,5 ... 5; 5,5, 6; 8V

RV Pulse Width (O4nuT, nmnyneca MXX) 0,03; 0,06; 0,1; 0,2 ... 1,5 ms

V. Pace Blanking (Cnen. nep. XX cTtum.) 150; 160 ... 320 ms

MapameTpbl TecTa Sensing (CeHCUHT)

Mode (Pexnm) “ VVI; OVO
Lower Rate (Hux. 6a3. 4acT.) 30; 35 ... 60; 70; 75 ... 120 min""
CTUMYIALMN.

5.8 TlMapameTpbl 3/1eKTPOPM3N0NOTMYECKOTO NCCef0BaHUsA

MapameTp 3HauyeHus ans Bblib6opa
HTepBa 100; MO ... 600** ms
Amnnuntyaa 1;2;3;4'B';5;6;8Y

AnnT, umnynbsca 0,10; 0,20 ... 0,50'" ... 1,50 ms

Ta6numua 28. MNapameTpbl MHAYKLMX N0 N toToKony PES

MapameTp 3HauveHus ans Bblbopa

#SI 1;2 ... 8B>... 15

S1S1 100; NO ... 600~ ... 2000ms
S1S2 Bbikn1; 100; 110 ... 400"~ ... 600 ms
S2S3 Bbikn*~ ; 100; 110 ... 600ms

S354 Bbikn” ; 100; MO... 600 ms
AmMNnnTyga 1;2;3;4<”™ ;5:6;8V
AnvTensHocTL umnynbea 0,10; 0,20 ... 0,50<~ ... 1,50 ms

Tabnuua 29. O6wme napameTpbl BbIMONHSAEMOW B pyyYyHOM pexunme ATC

MapameTp 3HaueHus ansa Bblbopa
MuHMMasbHbIN nHTepBan (kenypoyvkoBass ATC) 150; 160 ... 2007"$" ... 400ms
Amplitude (Amnnuntyaa) 1;2...67~;8V

Pulse Width (O/imTenbHOCTE NMMybCa) 0,10; 0,20 ...1,50<6> ms

Ta6nnuya 30. MapameTpbl Tepanum Mo NPOTOKO/lY Ramp B pyYHOM pexmme
MapameTp 3Ha4deHuna 0114 Bbi6opa

Kamepa MK
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MapameTpbl Tepanun rno npoTtokosly Ramp B MK

Kon-go mmn. 1;2 ... 6"~ ... 15
Vintepsan %RR 50; 53; 56; 59; 63; 66 ... 84; 88; 91; 94; 97~ %
YMeHbLW./umn. 0: -20: 30: 40 ms

Tab6nuua 31. NapameTpbl Tepanun rno NPoTokosy Burst B pydyHOM pexuvme

MapameTp 3HayeHnsa Ansa Bblbopa
# Pulses (KonnuyecTtBO MMIy/bCOB) 1:2... 88> ... 15
%RR Interval (MHTepsan RR, B %) 50; 53; 56; 59; 63; 66 ... 84; 88-"; 91; 94; 97 %

Tabnuua 32. MNapameTpbl Tepanuu No NPOToKony Ramp+ B pyYHOM pexunme

MapameTp 3HauyeHus ansa Bbl6opa

# Pulses (KonnuecTtBo MMMNY/IbCOB) 1:2: 3<~ ... 15

R-S1 (%RR) (MHTepsan R-S1 (8 % ot 50; 53; 56; 59; 63; 66 ... 756> ... 84; 88; 91; 94;
nHtepsana RR)) 97%

S1-S2 (%RR) (MHTepsan S1-S2 (B % ot 50; 53; 56; 59; 63; 66; 69</ ... 84; 88; 91; 94; 97%
nHTepBasia RR))

S2-SN (%RR) (MHTepsan S2-SN (B % ot 50; 53; 56; 59; 63; 660> ... 84; 88; 91; 94; 97%

nHTepBasia RR))
5.9 Henporpammunpyembie napameTpbl

Tab6nuua 33. Henporpammupyemble rnapameTpbl
MapameTp 3HayeHwne

Mopor npexaeBpeMEHHOro cobbiTua ansa  95%
nogcyveta XX 3C n npobexek XXIC
MapameTpbl 060pynoBaHUSA

Mpegen 4actoTbl cTumynaumm (pyHkums 200 min~*

3aWnThbl)
BxogHoi vmnegaHc 150 kI MUHMMaSIbHbI
EMKOCTb 3(phEKTUBHOM CTUMYSALMN 4pF(x10%)

PekomeHayemoe Bpemsa 3ameHbl (PB3)

Mopor HanpskeHna batapeun <2,63V

Ta6nnuya 34. Henporpammmpyemble napameTpbl gas pexmma MPT SureScan
MapameTp 3HaveHune

AMNANTYaAa CTUMYNsumn 3anporpamMmmmMpoBaHHoe 3HaueHue amnanTyabl
cTumMmynaumm npu > 5V;
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5 V, ecmm 3anporpaMMHpOBaHHOC 3HAYCHHE
AMIITHTY LI CTUMYJIXIMK <5 V

JnuTenbHOCTD WMIYIILCa 3anporpaMMHpOBAHHOC 3HAYCHHE UIMTEALHOCTH
HMITYNLCa npH > 1 ms;
] ms, ecimn 3anporpaMMHPOBAHHOE 3HAYCHHC
JUTHTENLHOCTH UMY NIbea < 1 ms

HyBCTBETENBHOCTD 3anporpaMMHpOBaHHOE 3HAYCHAC

BxoaHoif uNmenanrc 150 k2

Tpenen 9acTOTH CTUMY ALK 200 min™'

Emkocts adextuanoit crumynanug 4 uF (£10%)

Cnenoii nepuon

Pexxum OVO 3anporpaMMHpPOBaHHOE 3Ha9EHHE C/IETIOro nepHoaa

Pexnm VOO —_
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Hannviii nepegod ¢ anenuiicko2o AIbIKA HA PYCCKUL A3bIK 8bINOAHEN MHOW, nepeoduuxom TAMOHOBOH
EBrEHHEH CEPIEEBHOH, udenmuunocmy nepesoda nodmeepacoaro

Poccutickas @edepauun

TI'opoo Mocksa.

Hdeaduyams namozo dexabpa dse meicatu desamuadyamoco 200a.

A, Kpsiaosa FOaus Bradumuposna, nomapuyc zopoda Mockest, caudemenvcmeyo noOnUHHOCMb noonucy,
nepesoduuxa JAMOHOBOH EBIEHHH CEPIrEEBHBI, noonuce cdenana e moem npucymcmeuu.
Juunocms nodnucaguie2o0 OoKyMenm ycmanognena.

3apezucmpuposano ¢ peecmpe: Ne 77/719-n/77-2019- /7 70
Bssickano 2ocydapcmeennoii nownunst (no mapugy): 108 pybneti 00 xoneex
Yniaueno 3a oxazanue ycaye npaeoeozo u mexnydecxozo xapaxmepa: 200 pybneiu 00 xoneex

FO.B.KPBI/TOBA
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Poccwiickan depepaupa
AB3OLBTH ge k™ MuTw elwHW\ITTOA

£ Kpsroea Fow BlianaippHii, Hpepya Feeppreaast
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Medtronic

Further.Together

Medtronic Inc.

710 Medtronic Parkway
Minneapolis, MN 55432
USA

I. Name of medical
product

2.1. Prescription of a
medical product

2.2 Description of
the principles
underlying the work

of the medical
products and their
features

Addendum to Device Manual

Pacemaker implantable single-chamber Azure S SR MRI SureScan, model W3SR01

Medical device is a multiprogrammable cardiac device, which monitors and regulates the patient's heart rate, by
performing a one-chamber rate-responsive adaptive stimulation with bradycardia.
Feature summary

Pacing features

Auto-adjusting sensitivity - This feature automatically adjusts the sensitivity thresholds after specific paced events
and sensed events occur.

Automatic polarity configuration - This device uses lead impedance measurements to automatically configure
pacing and sensing polarities during Implant Detection.

M R1 SureScan - This feature allows patients with an implanted MRI SureScan system, including the device and lead,
to have a safe MR procedure if the requirements provided in the MRI technical manual are followed.

Rate Profile Optimization - The goal of Rate Profile Optimization is to ensure that the rate response remains
appropriate for the full range of patient activities. This feature monitors the patient’s daily and monthly sensor rate
profiles and adjusts the rate response curves over time to achieve a prescribed target rate profile.
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Rate-responsive pacing — This feature varies the pacing rate in response to the patient’s physical motion as detected
by the activity sensor of the device.

RV Capture Management — This feature monitors the right ventricular pacing threshold with daily pacing threshold
searches and, if programmed to do so, adjusts the RV pacing amplitude toward a target amplitude.

Sleep feature — This feature causes the device to pace at a slower rate during a programmed sleep period.
Ventricular Rate Stabilization (VRS) — This feature adjusts the pacing rate dynamically to eliminate the long pause
that typically follows a premature ventricular contraction (PVC).

Monitoring and follow-up features

Medtronic CareAlert Monitoring — If the device identifies any programmed or automatic CareAlert conditions, this
feature sends a wireless alert signal to the patient monitor (if available). The patient monitor then transmits the
CareAlert Event data to the Medtronic CareLink Network. If configured to do so, the Medtronic CareLink Network
then sends an alert notification to the clinic.

Episode data and EGM storage — The system provides an arrhythmia episode log that enables you to view the
summary and detailed diagnostic data quickly, including stored EGM, for the selected arrhythmia episode.
Flashback memory — This diagnostic feature records intervals that occur immediately prior to tachyarrhythmia
episodes or the most recent interrogation and plots the interval data over time.

Holter telemetry — This function allows the implanted device to transmit an EGM with marker telemetry continuously
for up to 46 hours, regardless of the use of the programmmg head.

Implant Detection — Implant Detection is a 30 min period, beginning when the device is placed in the surgical pocket.
During this period, the device verifies lead connection by measuring lead impedance. When the Implant Detection
period is completed, various automatic features and diagnostics are activated.

Lead Monitor — This feature measures lead impedances during the life of the implanted device and controls automatic
configuration of lead polarities at implant. If Lead Monitor is programmed to Adaptive, the device automatically
switches bipolar pacing and sensing to unipolar pacing and sensing if the integrity of a bipolar lead is compromised.
Rate Histograms report — This report shows heart rate range distributions for the patient.

Data security

Medtronic has designed safeguards to protect patient information and device data for the Astra XT SR MRI SureScan
Model X2SRO1 device.

Bluetooth communication system — The device shows its availability through Bluetooth communication. Critical
data accepted or sent through the Bluetooth communication from the device is encrypted by the device before it is sent
over the Bluetooth channel. The device responds only to authorized commands.

Inductive telemetry communication system — The Medtronic inductive telemetry communication system is used
with the clinician programmer to interrogate and program the device. It can also be used to interrogate the device for
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remote monitoring, if available. This system uses short-range communication that protects patient information and
device data.

Pacing mode information

Pacemaker modes are described using the NBG code. The five-letter NBG code, named after The North American
Society of Pacing and Electrophysiology (NASPE) and the British Pacing and Electrophysiology Group (BPEG),
describes the operation of implantable pulse generators. The NBG code, which supersedes the ICHD Code, is described

in Table 1.

Position: 1 I 11 v V

Category:  Chamber(s) Chamber(s) Response to Rate Modula- Multisite Pac-
Paced Sensed Sensing tion ing"
O = None O = None 0 = None O = None 0 = None
A = Atrium A = Atrium T = Triggered R = Rate mod- A= Atrium
V = Ventricle V = Ventricle 1 = Inhibited ulation V = Ventricle
D = Dual D = Dual D = Dual D = Dual
(A+V) A+V) (T+1 A+V)

Manufacturers’ S = Single's S = Single's
designation (A orV) {AorV)

only:

NMedtronic devices do not use the Multisite Pacing code.
“The programmer displays A or V (not S) for chambers paced and sensed.

3. Conditions for use In medical and preventive treatment facility.
The pacemaker should be used only by or under the supervision of physicians trained.

4. Composition and Implantable pacemaker single-chamber Azure S SR MRI SureScan, model W3SRO01 consisting of:

list of parts and - implantable pacemaker single-chamber Azure S SR MRI SureScan, model W3SRO01;

accessories’ - torque wrench
-Product documentation includes - Device manual; Limited Warranty; Medical procedures and EMI Warnings and
Precautions manual; MRI Technical manual ; Explanation of the symbols IPG and CRT-P devices; Stickers;
Registration card; Medtronic Web Card; CD-ROM.
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* Appendix to the Device Manual isn’t included in package content, provided to customer separately on the territory
of Russian Federation, SW030 Programmer software guide and Reference Manual isn’t included in package content,
visit http://manuals.medtronic.com/

5. Technical details “acemaker implantable single-chamber Azure S SR MRI SureScan, model W3SR01

of medical product Volume" 12.25 cm”
Mass 225 ¢
Hx W x 42.6 mm x 50.8 mm x 7.4 mm
Radiopaque ID* RNA

Medtronic identifier

Surface area oftitanium device can 33.48 cm”
Materials in contact with human tissueg* Titanium, polyurethane, silicone rubber
Battery Lithium-hybrid CFx silver vanadium oxide

“Volume with connector holes unplugged.
NGrommets may protrude slightly beyond the can surface.

The radiopaque ID, which includes a Medtronic-identifier symbol, can be viewed in a fluoroscopic image of the
device.
AThese materials have been successfully tested for the ability to avoid biological incompatibility. The device does
not produce an injurious temperature in the surrounding tissue during normal operation.

: ; Case Connector
T&'%t \(Ar/nl(rjnt;] thickness ~ Thickness  Mass (g) V((():Irfrj]r'r;e
(mm) (mm)
Single Chamber
Mode 42.6 50.8 7.4 9.9 22.5 12.25
Tolerance +/-10% +/-10% +/-10% +/-10% +/-10% +/-10%

Radiopaq ID drawing and location;
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All measurements and toloerances for radiopaque drawing is in inches.
Unless otherwise specified, default tolarence 15 +/- 0.006 inches
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wrn

Torque wrench (included in the package with ICD) — Use only the torque wrench supplied with the device. The
torque wrench is designed to prevent damage to the device from overtightening a setscrew. Other torque wrenches (for
example, a blue-handled or right-angled hex wrench) have torque capabilities greater than the lead connector can

tolerate.
& 68811,75 om)
ll 1 .15em ‘_l
0,20em 12
e (3,15 o} .
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The torque is limited to 12 tol7 in-oz. during first clockwise revolution; it will click when torque value in this range
is achieved

Mass: 8g+0,5¢

*Tolerances of dimensions are £ 5%, unless otherwise specified

Software

Model of SW - SW030
Version — 8.0 and upper
Safety Class - C

6. The possibility
and ways of
integrating with
other medical
products

The main components of the system are the IPG, SureScan lead(s), and physician programmer. The patient monitor
(available with Astra and Azure models) or wireless monitoring systems (available with Azure models only) are
optional system components allowing patients to communicate IPG data through the CareLink Network to clinicians
for review (Figure 1). The Patient Assistant is also an optional part used for marking symptoms. This clinical evaluation
report (CER) covers the IPG component and the programmer application software, the remaining system components
are covered by separate CERs. Astra and Azure devices sense electrical activity of the patient’s heart using electrodes
in the implanted leads and then analyze heart thythms based on selectable therapy parameters and provide therapy as
appropriate. These devices also provide diagnostic and monitoring information for physician-directed patient care and
system evaluation. These devices are Magnetic Resonance (MR) conditional and allow Magnetic Resonance Imaging
{MRI) under certain conditions.
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Figure 1: Astra and Azure System Architecture
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Only the physician programmer, using inductive telemetry communication system is capable of programming the
Astra and Azure IPGs.Patients may use the optional Medtronic patient monitor to gather information from their
implanted devices and to send information to their physicians through the Medtronic CareLink Network
(patientinitiated transmissions). The alternative, optional, wireless Bluetooth Low Energy (BTLE) mobile application
(not subject to medical device regulation) and BTLE enabled Medtronic patient monitor (available for Azure models
only) allow device initiated (CareAlerts) and remote scheduled transmissions without patient initiation. The IPG will
only respond to a restricted set ofcommands, such as interrogation commands. These commands do not allow therapy
parameters to be modified. Data sent from the implanted device through the wireless communication system will be
encrypted in the IPG and will pass through the mobile app to the CareLink server where it is decrypted. The
transmissions between the IPG and CareLink server are encrypted end-to-end.

Description of Accessories and product connected to other devices
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The Astra and Azure MRI Systems may be comprised of the following components:
e CareLink Programmer Model 2090
¢ CareLink Encore Programmer Model 29901
o Conexus Activator Model 27901
e MyCareLink Monitor Model 24952
e MyCarelink Smart, Model 25000 (Astra only)
¢ 2020B CareLink Express Monitor
e MyCareLink Heart Model 31302 and Model 31301 (Azure only)
e Commercially available MRI SureScan Right Atrial Pacing Leads'
o Commercially available MRI SureScan Left Ventricular Pacing Leads?
e Model 6725 atrial pin plug (for device port if no right atrial pacing lead is connected)

e The same commercially available implant support instruments and accessories used with the predecessor
Advisa DR device systems.

Commercially Available Accessories
The Azure/Astra system will be compatible with the following commercially available system components:
o Model 2290 pacing system analyzer
¢ Model 9466 Patient Magnet
¢ Model DR220 Holter Monitor
e Model PA96000 Patient Assistant

! 'The connector ports are designed according to the 1S-1 standard [SO 5841-3 or the [S4 / DF4 standard [SO 27186. These ports are compatible with the lead configurations as
specified in the product labeling.

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Lead Model Brand Name

5086MRI CapSureFix MRI SureScan Pace/Sense Lead
5076 CapSureFix Novus MRI SureScan Pace/Sense Lead
4076 CapSureFix Novus MRI SureScan Lead
4074/4574 CapSure Sense MRI SureScan Lead
3830 SelectSecure Model Pacing Lead
5554 CapSure Z Novus Model 5554 pacing lead
5054 CapSure Z Novus Model 5054 pacing lead
7. EMC Information Electromagnetic emission

Medical device are intended for use in ihe electromagnetic environment defined below. Buyer or user
medical device should ensure its use in the specified environment.

Electromagnetic emission Conformity Electromagnetic environment - instructions
test
Radio interference Group 1 Medical device should emit electromagnetic energy to perform
according to CISPR 11 the main function.
Radio interference to Class B Medical device are suitable for use in all locations.
CISPR 11

Harmonic components of Do not use
the consumed current in

accordance  with IEC

61000-3-2
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Voltage fluctuations and
flicker according to IEC
61000-3-3

Do not use

Noise immunity

Immunity test The test level of Level of Electromagnetic environment -
IEC 60601 compliance instructions
Electrostatic  Discharge | +6 kV - contact |+ 6 kV - contact | The floors of the room must be made
(ESD) in accordance with | discharge discharge of wood, concrete or ceramic tiles. If
IEC 61000-4-2 the floors are covered with synthetic
+ 8 kV - air +8kV -air material, then the relative humidity of
discharge discharge the air should be at least 30%
Magnetic field of |3 A/m 0,3 A/m The magnetic fields of the industrial

industrial frequency
according to IEC 61000-
4-8

frequency must be measured at the
designated installation site to ensure
that the field strength is sufficiently
low

Immunity test

The test level of
IEC 60601

The actual level
of noise immunity

Level of compliance

Conductive noise
induced by  radio-
frequency

electromagnetic fields in

3 V (rms) in the
band from 150
kHz to 80 MHz
outside the
frequencies

allocated for the

1.7 V (rms value)

1 V (rms value)
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accordance with [EC|LPM of HF
61000-4-6 devices
10 V (RMS) in| 2.3V (rms value) | 1 V (rms value)

. —1{ the band from 150
The emitted radio- | y 11, 10 80 MHz at | 13 V/m 10 V/m
frequency ] the frequencies
electro.magneuc field allocated for the
according to IEC 61000- | [ ppm of high-
4-3 frequency devices

Noise immunity

The test for Noise | Test Level | Level Conformity | Electromagnetic  environment -
immunity according to IEC instructions

60601

Electrostatic Discharge

+ 6 kV — contact

+ 6 kV - contact

The floors of the room must be made

(ESR) according to IEC | discharge discharge of wood, concrete or ceramic tiles. If
61000-4-2 + 8 kV —air + 8 kV —air the floors are covered with synthetic
discharge discharge material, then the relative humidity of
the air should be at least 30%.
A magpnetic field 3A/m 3A/m The levels of the magnetic field of the
Industrial Frequency industrial frequency must correspond
(50/60 Hz) 1EC 61000-4- to the typical conditions of a
8 commercial or hospital environment.
Radio frequency 3V/m 3V/m However, the readings of the weights
Electromagnetic field In the band from built into the bed do not have a
IEC 61000-4-3 80 MHz to 2.5 critical value for the operation of a
GHz medical device:

D = 1,2VP in the band from 26 to 800
MHz

D = 2.3VP in the band from 800 MHz
to 2.5 GHz,
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Where P is the nominal maximum
output transmitter power in Watts
(W) set by the manufacturer, and d -
Recommended spatial clearance in
meters (m). The field strength in the
propagation of radio waves from
stationary radio transmitters from the
results of observations of the
electromagnetic situation should be
lower than the level of compliance in
each frequency band.

Interference may occur near
equipment marked with a sign.

()

This device may not cause harmful
interference, and this to accept any
interference  received, including
interference that may cause undesired
operation of the device. This device
must not cause harmful interference
to radio stations operating in the
400.150-406.000 MHz band and used
for meteorological purposes, for
meteorological satellites and systems
of Earth exploration satellites. This
device must accept any interference
received, including interference that
may cause undesired operation.
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Product documentation
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10. [nformation on
labelling, packaging

Sterile barrier systems constructed of uncoated PETG (Glidex) trays, sealed to Oliver 18B coated Tyvek® 1073B
porous lid stock and sterilized with ethylene oxide gas. This sterile barrier material configuration is common to many
CRDM device models across different product families. Much of the testing that supports the use of packaging
materials and sterile package assemblies is specific to the packaging materials and assemblies, not specific products.
Product specific evidence for sterilization qualification, package performance qualification, labeling, and product
specific requirements can be found in the DHF for each individual product. .

CRDM Sterile Barrier systems constructed of uncoated PETG trays, sealed to Olw_er 18B coated Tyvek® 1073B
porous lid stock and steritized with ethylene oxide gas include the IPG/ICD/CRT Device Package and the Dual Entry
Leads Package. Images of these packages follow:
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Package dimensions:
1.Sterile package lid (in inches)
{nner package lid:
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1254035 —

ot

— 125,075

.73

.31

Outer package lid:

2% R, 28

2% R.80
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Outer package Drawing with Dimensions:
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*Tolerances of dimensions for each package are 1 5%, unless otherwise specified

Labeling of medical devices packages:

Pacemaker implantable single-chamber Azure S SR MRI SureScan, model W3SRO01 (shelf box and single package
labels)
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Sticker for final package will be added locally in Russia after approval with information below (information
can be changed in accordance with Russian legislation):

Product name (in Russian)

Manufacturer (name) UPN (unique product
number)
( Country of origin CFN n (customer facing
number)
See IFU
RC # date of issue
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The below list of symbols applies to various products. Refer to the product package labels to see which symbols apply
to this product.

(((‘)) Preducts ad Systems incorpos sting sadio hequay

. nantmitters of atewtionally asing radio frequency
ddecmomagnatic energy for disgnosis o wentient shall
be muked i che Cortn of 2 sign of non-bouizing yadiation

This confosmmity mack iz placod on the products for which
@ the mandwtery cortificabon procode was Casvisd ont

Packing materials:
Package part Material
Trays PETG
Lids Tyvek® 1073B
Label on primary package Inkjet paper
Print ink blue Blue ink
Print ink black Black ink

11. Methods and | Sterilized by EO. The Azure and Astra Implantable Pulse Generator (IPG) product family is qualified for 1X - 5X
conditions of | sterilization in the 30-minute 100% EO sterilization process.

sterilization  time
maintaining sterility
(for sterile medical
devices produced)

12. Requirements for | Follow local regulations for proper disposal of this product. Do not dispose of this product in the unsorted municipal
the protection of the | waste stream. This product contains materials that can harm the environment. See hitp://recycling. medtronic.com for
environment in the | instructions on proper disposal of this product.

application of | Consider the following information related to device explant and disposal:

medical products
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o To prevent the device from delivering unwanted shocks, interrogate the device and disable tachyarrhythmia detection
before explanting, cleaning, or shipping the device.

e Explant the implantable device postmortem. In some countries, explanting battery-operated implantable devices is
mandatory because of environmental concerns; check the local regulations. In addition, the device may explode if
subjected to incineration or cremation temperatures.

e Medtronic implantable devices are intended for single use only. Do not resterilize and reimplant explanted devices.
e Contact Medtronic for Return Mailer Kits to return explanted devices for analysis and disposal. See the back cover
for addresses.

Note: Disposal of explanted devices or leads is subject to local, state, and federal regulations.

Waste class — B (in accordance with Russian classification) after contact with the body, class A — for waste not on
contact with the body.

13. Information
about manufacturer
of medical product
(name, location
address, mailing
address, phone
number, address of
place of production)

Organizational and legal form and full name of the legal entity:
Medtronic Inc., USA

Address (location) of the legal entity:

710 Medtronic Parkway N. E. Minneapolis, MN 55432, USA

Phone numbers:

Tel.: +1 763 514 4000;

Fax: +1 763 514 4879,

The e-mail address of the legal entity (if available):
http://www.medtronic.com/contact-us/index.htm

Places of manufacture of medical device:

1.Medtronic Europe Sarl,

Route Du Molliau 31, Case Postale, 1131 Tolochenaz, SWITZERLAND
2. Medtronic Puerto Rico Operations Co., Juncos Road 31, Km. 24, Hm 4, Ceiba Norte Industrial Park, Juncos PR
00777 USA

14. Classification of
medical product:
class

Hazard class, depending on the possible risk associated with the use of the medical device - CLASS 3 /111
Class of electrical safety, safety when working with lasers and other types of hazardous factors (if any)
The software security class: C (according to IEC 62304)

Type of contact with the body - permanent contact with soft tissues and interstitial fluids.

Type of working part: similar to CF;

Sterility: sterile.

Classification, depending on the possible consequences of failure during the use of the product: A
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Class of medical waste: class B - after contact with the body, class A - for waste not on contact with the body.

15. Type of contact Permanent contact with soft tissues and interstitial fluids.
with the body

16. Methods and Not applicable.

apparatus for Medical device is single use only.
disinfection and

sterilization cleaning

17. Shelf life period ~ Shelflife -18 months

18. Operating Used in medical and preventive treatment facility.
conditions: Should be used only by or under the supervision of physicians trained,
internal body environment 32°C-42°C, humidity 80-100%
Basic rate, test pulse rate, pulse duration, and pulse amplitude remain within expected tolerances when the device
temperature is between 22°C and 45°C. Sensitivity at nominal conditions as measured at 37°C can vary as much as
+1% per °C from 22°C to 45°C.
19. Conditions of Carefully observe these guidelines when handling or storing the device. There is no other storage requirements outside
transportation and oftemperature of our IPGs:

storage Store and transport the package between -18 °C and +55 °C.

20. Assembly and Notapplicable

installation

requirements

21. Warranty Guaranteed shelf life-18 months. Please see Limited Warranty for information.

22. The list of REFERENCED STANDARDS & STANDARD TITLE COMPLIANCE LEVEL
international REVISIONS

regulatory

documents/standards

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



, which matches

medical product

EN 556-1

Sterilization of medical devices -
Requirements for medical devices to
be labeled “Sterile”- Part 1I:
Requirements  for  terminally
sterilized medical devices

Full Compliance

SO 15223-1

Medical devices — Symbols to be
used with medical device labels,
labeling, and information to be
suppliecd — Part 1: General
requirements Second Edition

Fuil Compliance

EN 1041

Information supplied by the
manufacturer with medical devices

Full Compliance

ISO 5841-3

Implants for surgery - Cardiac
pacemakers - Part 3: Low-profile
connectors ([S-1) for implantable
pacemakers

Full Compliance

EN ISO 10993-1

Biological Evaluation of Medical
Devices - Part 1: Evaluation and
Testing

Full Compliance

EN ISO 10993-7

Biological evaluation of medical
devices - Part 7. Ethylene Oxide
sterilization residuals

Full Compliance

ISO 11135

Sterilization of medical devices —
Validation and routine control of
Ethylene Oxide sterilization

Full Compliance

ISO 11607-1

Packaging for terminally sterilized
medical devices - Patt 1:
Requirements for materials, sterile
barrier systems and packaging
systems (ISO 11607-1:2006)

Full Compliance

ISO 11607-2

Packaging for terminally sterilized
medical devices — Part 2: Validation

Full Compliance
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requirements for forming, sealing
and assembly processes

EN ISO 14971 Medical devices - Application of risk | Full Compliance
management to medical devices
EN 45502-1 Active implantable medical devices - | Full Compliance

Part 1: General requirements for
safety, marking and information to be
provided by the manufacturer

EN 45502-2-1 Active implantable medical devices - | Full Compliance
Part 2-1: Particular requirements for
active implantable medical devices
intended to treat bradyarrhythmia

EN 60601-1 General requirements for safety of | Full Compliance (only clause 14 is
Medical Electrical devices applicable)
EN 60601-1-6 Medical electrical equipment — Part | Full Compliance

1-6: General requirements for basic
safety and essential performance —
Collateral Standard: Usability

EN 62304 Medical device software. Software | Full Compliance
life-cycle processes

EN 62366 Medical devices - Application of | Full Compliance
usability engineering to medical
devices

23.
Service

Customer

Service

Medtronic employs highly trained representatives and engineers located throughout the world to serve you and, upon
request, to provide training to qualified hospital personnel in the use of Medtronic products. Medtronic also maintains
a professional staff to provide technical consultation to product users. For more information, contact your local
Medtronic representative, or call or write Medtronic at the appropriate telephone number or address listed below.
Medtronic Inc., USA

Information for patients:

Toll-free +1 800 551 5544
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(7 a.m.—- 6 p.m., Monday-Friday, central time)
Fax +1 763 514 1855

Representative company of Medtronic in Moscow
Medtronic LLC,

Russia, 123317 Moscow,

Presnenskaya Naberezhnaya, 10

Tel.: +7 495 580 7377 +7 495 580 7377 FREE
Fax: + 7 495 580 7378

E-mail: info.russia@medtronic.ru

Internet; www.medtronic.eu, www.medtronic.ru
To find the addresses of offices worldwide Medtronic, please go to the following link:
http://www.medtronic.com

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU




Appendix #1 to the Technical information
Device parameters

Pacemaker Implantable single chamber Azure S SR MRI SureScan, model W3SR01

5/1 Emergency settings

Parameter Selectable values
Pacing Mode VVI

Lower Rate 70 min™*

RV Amplitude" 6V

RV Pulse Width" 1.5 ms

RV Pace Polarity Unipolar

V. Blank Post VP 240 ms

Rate Hysteresis Off

MRI SureScan Off

®If the programmed RV Amplitude is 8 V, VVI pacing is delivered at 8 V with a pulse width of 1.2 ms.

5.2 Magnet application

When a magnet is placed near the device, the pacing mode changes from the programmed mode to VOO, and
the pacing rate changes to 100 min'* for 5 beats and then changes to 85 min"* (£2 min"*) or 65 min~* (£2 min"
*), as described at the end of this section. Placing a magnet near the device suspends tachyarrhythmia detection.
When the magnet is removed, the device returns to its programmed operation. The pacing rate will be 85 min"*
(700 ms) if the device conditions are normal and it will be 65 min~* (920 ms) if a Recommended Replacement
Time (RRT) indicator or a device reset has occurred.

Note; Magnet operation does not occur if telemetry between the device and programmer is established or if the
MR] SureScan mode is programmed to On.

5.3 Tachyarrhythmia detection parameters

Parameter Programmable values Shipped Reset
VT Monitor Monitor*A : Off Monitor Off

VT Monitor Interval (Rate)" 280: 290 ... 360'8" ... 500 ms 360 ms 360 ms
RV Sensitivity*™® 0.45; 0.60 mV (£50%); 0.90 mVv 2.80 mV

0.90; 1.20; 2.00; 2.80; 4.00; 5.60;

8.00; 11.30 mV (£30%)

Bipolar: 0.90'8> mV

Unipolar: 2.80" mV
“The measured intervals are truncated to a 10 ms multiple (for example, 457 ms becomes 450 ms). The device
uses this truncated interval value when applying the programmed criteria and calculating interval averages.

*This setting applies to all sensing in this chamber for both tachyarrhythmia detection and bradycardia pacing
operations.
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The device complies with the requirements of ISO 14708-2 when the sensitivity threshold is programmed to

2.0 mV or higher.

5.4 Pacing parameters

Table 13. Modes, rates, and interva s

Parameter
Mode
Lower Rate®

® The corresponding Lower Rate

60,000/Lower Rate.

Table 14. RV parameters
Parameter

RV Amplitude

RV Pulse Width

RV Sensitivity*’

RV Pace Polarity

RV Sense Polarity
RV Lead Monitor
Min Limit

Max Limit

Programmable values Shipped
VVIR<” ; VVI; VOO; OVO VVI
30;35 ... ;70; 75... 150 min” 60 min-
“(£2 min™Y) ms)

(1000

Reset
VVI

65 min"*
(923 ms)

interval can be calculated as follows: Lower Rate interval (ms)

Programmable values Shipped
0.5; 075 ... 125V (+0.125 VvV /- 35V
33%) 1.50 ... 3.5'8> ... 5; 5.5;6; 8
V(+15%/-33%)®

0.03; 0.06 ms (10 ps); 0.4 ms
0.1;0.2;0.3;04'0>... 1.5 ms (25

0.45; 0.60 mV (£50%); 0.90*~ ; 0.90 mV

l. 20; 2.00; 2.80; 4.00; 5.60; 8.00;
1. 30 mV (£30%)
Unipolar: 2.80*$" mV
Bipolar: 0.00** mV

Bipolar; Unipolar Configure*"

Bipolar; Unipolar Configure*"

Monitor Only; Adaptive Monitor Only
200*~ ; 300; 400; 500 N 200 Q
1000; 1500; 2000; 3000~ T 3000 Q

®When RV Amplitude is 8 V, RV Pulse Width must be less than 1.3 ms.
~This setting applies to all sensing in this chamber for both tachyarrhythmia detection and bradycardia pacing

operations.

Reset
6V

1.5 ms

2.80 mV

Unipolar
Unipolar
Monitor Only
2000

3000 M

N“Configure” is displayed when the device is automatically configuring the lead polarity at implant. It is not a

selectable value.

Tabic 15. RV Capture Management parameters

Parameter

RV Capture Management

RV Amplitude Safety Margin

RV Minimum Adapted Amplitude
RV Acute Phase Remaining

Table 16. Blanking periods
Parameter

Programmable values Shipped
Adaptive” ; Monitor; Off Adaptive
1.5x;2.0x" ;2.5x;3.0x 2.0x
1.0; 1.5; 2.0*~ ;2.5; 3.0; 3.5 V 2V
Off; 30; 60; 90; 120<” ; 150 days 120 days
Programmable values Shipped
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Reset
Off

2.0x

2V

120 days

Reset



V. Blank Post VP 150; 160 ... 200'0> ... 320 ms (+5;

-30 ms)

120't™ ; 130 ... 170; 200;220; 250;
280; 300; 320 ms (+2;-30 ms)

V. Blank Post VS

Table 17. Rate Response Pacing parameters

Parameter Programmable values

Upper Sensor Rate 80; 85 ... MO'B’ 175 min™ (£2
minlll)

ADL Rate 60; 65 ... 95" ... 170 min" (*2
mir.]lll)

Rate Profile Optimization On<0> ; Off

ADL Response 1:2:3'8° 45

Rxertion Response 1:2:3'7A:4-5

-ictivity Threshold Low; Medium Low” ; Medium
High; High

Activity Acceleration 15: 30™ :60s

ACthlty Deceleration Exercise‘e>; 25, 5' 10 min

ADL Setpoint 5,6 ... 40;42 ... 80

UR Setpoint 15; 16 ... 40;42 ... 80; 85... 180

Table 18. Sleep parameters

Parameter Programmable values

Sleep On; O ffr

Sleep Rate 30; 35 ... 50'8> ; 55; 60; 70; 75 ...

100 min™

Bed Time 00:00; 00:10 ... 22:00'" ... 23:50
‘ake Time 00:00; 00:10 ... 07:00' ... 23:50

Parameter Programmable values

MRI SureScan On; Off

MRI Pacing Mode VOO; OVO

MRI Pacing Rate 60; 70; 75; 80 ... 120 min™

Parameter Programmable values

Rate Hysteresis Ofr0>;30; 40 ...80 min-'

5.5 Data collection parameters

Parameter Programmable values
EGM 1 Source Can to RVring; RVtip to RV ring”
; RVtip to Can
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200 ms

120 ms

Shipped

130 min™

95 min

On
3
3

Medium

30s
Exercise
18

40

Shipped
Off
50 min

22:00
07:00

Shipped
Off

Shipped
Off

Shipped

RVtip
RVring

Low

to

240 ms

120 ms

Reset
120 min '

95 min

Off
3
3

Medium Low

30s
5 min
18

40

Reset
Off
50 min™

22:00
07:00

Reset
Off

Reset
Off

Reset

RVtip
RVring

to



EGM 1 Range £1; +2; +4; £8'A ; £12; +16; 32 B MV B mv

mV
EGM 2 Source Can to RVring; RVtip to RVring; RVtipto Can  RVtip to Can
RVtip to Can”
EGM 2 Range £1; £2; +4; 486> ; +12; +16; +32 MV B mv
mV
EGM 3 Source RVtip to RVring; Can to RVring®s <@ to Can to
- RVTip to Can RVring RVring
EGM 3 Range +1; 42; +4; £8/ ; +12; +16; +32 B MV B mv
mV
Monitored EGMI and EGM2~ ; EGMI and EGMI and EGMI - and
EGMB3;EGM2 and EGM3 EGM2 EGM2
Pre-arrhythmia EGM OffA : On - 1 month; on - 3 Off Off
months; On Continuous
Device Date/Time® (select Time Zone) — —
Holter Telemetry Off~ :05: 1. 2: 4: 8 16; 24; 36: Off Off
46 hr
Wireless Telemetry with Monitor — on'~ - Off On ar

~ The reset value may be set to Off if there is an issue with wireless communication that requires it to be
disabled.

5.6 Medtronic CareAlert parameters

Parameter Programmable values Shipped Reset
Monitored VT Episode Detected off~ -On Off Off
Table 23. Lead/Device Integrity Alerts

Marameter Programmable values Shipped Reset
Low Battery Voltage RRT Oon'e>: Off On Off

Lead Impedance Out of Range...
Lead Impedance

RV Pacing Enable Oon~: Off On Off
RV Pacing Less than 200"~ :300: 400; 500 O 200 n 2000
RV Pacing Greater than 1000; 1500: 2000; 3000<” T 3000 0 30000
Capture  Management High

Threshold...

High Threshold

RV Capture Enable® Off~ :On Off Off

Nf programmed to On, alert notification is sent if RV capture management has measured high thresholds for 3
consecutive days.

5.7 System test parameters

Table 24. System test parameters
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Parameter
Pacing Threshold Test parameters
Test Type
Chamber
Decrement after
RV Pace Polarity
Mode*
Lower Rate
RV Amplitude
RV Pulse Width
V. Pace Blanking
Sensing Test parameters
Mode*
I Lower Rate

Selectable values

Amplitude; Pulse Width

RV

2; 3 ... 15 pulses

Unipolar; Bipolar

WI; VOO

30; 35 ... 60; 70; 75 ... 150miir"
0.25; 05 ...5; 55;6; 8V

0.03; 0.06; 0.1; 0.2 ... 1.5 ms
150; 160 ... 320 ms

WI; OVO
30; 35 ... 60; 70; 75 ... 120 min-'

*The selectable values for this parameter <epend on the programmed pacing mode.

5.8 EP study parameters

Parameter
Interval
Amplitude
Pulse Width

Table 26. PES induction parameters
Parameter

Selectable values

100; 110 ... 600<” ms
1:2:3:4<":;5:6:8V

0.10; 0.20 ... 0.50"~ ... 1.50 ms

Selectable values

#S1 1;2...8n ... 15

SISI 100; no ... 600'B> ... 2000 ms
S182 Off; 100; 110 ... 400" ... 600 ms
S2S3 Off™ ;100; no ... 600 ms

S354 Off™» ;100; no ... 600 ms
Amplitude 1;2;3;47;5;6;8V

Pulse Width

0.10; 0.20... 0.50"™ ... 1.50 ms

Table 27. Shared manual ATP therapy parameters

Parameter

Minimum Interval (ventricular ATP)
Amplitude

Pulse Width

Selectable values

150; 160 ... 200<6> ... 400 ms
1;2...6" ;8V

0.10; 0.20 ...1.50B>ms

Table 28. Manual Ramp therapy parameters

Parameter
Chamber
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Selectable values
RV



RV Ramp therapy parameters
# Pulses

%RR Interval

Dec/Pulse

Table 29. Manual Burst therapy parameters
Parameter

# Pulses
%RR Interval

Table 30. Manual Ramp+ therapy parameters
Parameter

# Pulses
R-SI (%0RR)

S1-S2 (%RR)
S2-SN (%RR)

5.9 Nonprogrammable parameters

Table 31. Nonprogrammable parameters
Parameter

Premature event threshold for counting PVCs
and Runs of PVCs
Hardware parameters

Pacing rate limit (protective feature)
Input impedance

|Effective pacing capacitance
Recommended Replacement Time (RRT)
Battery Voltage Threshold

1;2 ... 6B>.. 15
50; 53; 56; 59; 63; 66 ... 84; 88; 91; 94; 97" %
0; 108> ;20; 30; 40 ms

Selectable values

1;2...8n ... 15
50; 53; 56; 59; 63; 66 ... 84; 88*/; 91; 94; 97 %

Selectable values

1:2:3<n ... 15

50; 53; 56; 59; 63; 66 ... 75" ... 84; 88; 91; 94;
97%

50; 53; 56; 59; 63; 66; 6 © ... 84; 88; 91; 94; 97%
50; 53; 56; 59; 63; 66<B> ... 84; 88; 91; 94; 97%

Value
95%

200 min *
150 LU minimum
4 pF (£10%)

<2.63V

Table 32. Nonprogrammable parameters for the MRI SureScan mode

Parameter
Pacing amplitude

Pulse width

Sensitivity

Input impedance

Pacing rate limit

Effective pacing capacitance
Blanking period

OVO mode
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Value

Programmed pacing amplitude value when >5 V;
5 V when programmed pacing amplitude value is <5
\

Programmed pulse width value when >1 ns;
1 ms when programmed pulse width value is <1 ms
Programmed value

150 kn
200 min™
4pF(£10%)

Programmed blanking period value



VOO mode
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Medtronic

Further,Together

Medtronic Inc.

710 Medtronic Parkway
Minneapolis, MN 55432
USA

1 HanmeHoBaHMe
MeAVLIMHCKOro
n3genvs

2.1, HasHaueHue
MeANLMHCKOro
n3aenns

2.2. OnwucaHne
MPVHLMMNOB,
Nexalmx B 0CHOBe
paboTbl
MeAULIMHCKOr0
n3gennsa n
0COBEHHOCTM

nx

MepeBof C aHTNMMNCKOTO A3blKa Ha PYCCKUN A3bIK
/WTamn: CUHAWNW A.BUTENBbBAX(CINDIA.BIGELBACH) TocygapcTBEHHbIH HOT apuyc
wTaTa MuHHecoTa, Mou nonHomouns ncrekatw T 3/ ausapa 2022 roga/
/IMopgnunce/
/OTpyku: CUHAN A.BUNTENbBAX 10.12.2019/

/Mopnucs/ 10 fekabpsa 2019

r.
Quwnun Xunepema (Ashley Heerema)
Ctapwuit cneynanuct otaena

HopmaT1BHO-NPaBoBOro peryMpoBaHns
«MeaTpPOHUK VIHK.».

Jata

MpunoXxeHne K pyKOBO/ACTBY MO YCTPOMCTBY

SNEKTPOKapAVOCTUMYIATOP UMIMIAHTUPYEMbIV oaHOKamepHbIi Azure S SR MRI SureScan, mogens W3SR01

ABnsieTcA My/bTUMPOrPaMMUPYEMbIM KapAVOsIOrMYeCKMM YCTPOMCTBOM, KOTOPOE MOHMUTOPUPYET U PerynmpyeT yacToTy
CepAeUHbIX COKPALLIEHWIA NMaLMEHTa, BbIMOHSIS 0AHOKaMePHYHO YaCTOTHO-afanTMBHYO CTUMY/ISILIMIO NPy GpaamKapanm

O6Lme cBefieHUA 0 DYHKUNOHAIbHbBIX BO3MOXXHOCTSX

PYHKLMN CTUMYNALNN

ABTOMaTUYeCKM HacTpamBaemass YyBCTBUTE/IbHOCTb — 3Ta (yHKUMA aBTOMATUMYECKM HACTpavBaeT Moporu
YyBCTBUTE/IbHOCTM MOC/1e ONpefesieHHbIX COObITUIA CTUMYIALMN 1 BOCTIPUSTUSA.

ABTOMaTUYeCKas HacTPoMKa MOMASAPHOCTM — 3TO YCTPOMCTBO WUCMONb3YET M3MEPEHWE UMMejaHca 3M1eKTpoda Lis
aBTOMATUYECKOM HACTPOMKWN MONSPHOCTM CTUMYNALMA U AETEKUMM 41 BUMONSPHBIX YCTPOWCTB BO BpeMst JeTeKumK
UMINIaHTara.

MPT SureScan - [aHHas (hyHKLMS NMO3BOASET NaLyieHTaM C MMM/IaHTUPOoBaHHOM cucTeMori MPT SureScan, BK/IHOYatOLLEA
YCTPOWMCTBO M 3/1eKTPOA, 6e30nacHO NpoxoauTb npoueaypy MPT npu ycnoBun cobnofeHns TpeboBaHUA, YKa3aHHbIX B
TeXHNYeCKOM pykoBoacTee no MPT.
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Rate Profile Optimization (Ontum*  uUMa NPognaa YacToThbl) - PyHKUMA Ral, Optimization (OnTuMmmzaLms
NponIa YacToTbl) NpeAHa3HaueHa ANsi NoAAePXKaHMSA COOTBETCTBYHOLLEN YaCTOTHOM aganTauym npy USMEHEHN Harpy3Ku
BO BCEM [manasoHe (PU3NYECKON aKTVBHOCTY MaumeHTa. Bnarogapsi 3Toin (yHKLMM NPOV3BOAUTCA MOHUTOPUHI CYyTOYHOMO
N MECSHHOI0 NPO/ER YacTOTbI MaLMeHTa 1 CO BPeMeHEM KOPPEKTUPYHOTCA AMHAMUYECKME XapaKTepUCTUKN YacTOTHOM
agantauum ans opmMmMpoBaHns 3aaHHOro NPonIsA LiesIeBOA YacToTbl.

Rate-responsive pacing (HacToTHo-afanTuBHaA CTUMYNAUNSA) - 3Ta (DyHKUWA MO3BOJAET MEHATb YacToTy CTUMYNALMN
BOTBET Ha (PU3MYECKME ABVKEHMSA MaLMEHTa, AeTEKTVPYEMbIe NPeayCMOTPEHHbIM B YCTPOMCTBE AATUMKOM aKTUBHOCTM.
RV Capture Management (¥YnpasneHue 3axBaTtom [DK) - 3Ta (iyHKUMSI OCYLLUECTB/ISIET MOHUTOPUHI ropora
NPaBOXKeNyJ0HKOBOW CTUMY/IALMN C eXXeAHEBHBIM OMpeAenieHreM ropora CTUMysUMn 1 perynnpyet amnamtygy MK
CTUMYNALMN B CTOPOHY LIeSIeBO aMNIUTY/bl, €C/IN YCTPOMCTBO Ha 3TO 3arnporpaMmmpoBaHo.

®dyHKuuA Sleep (CoH) - Mpu BKIKOYEHUN 3TOM (PYHKLMM YCTPONCTBO BbIMOIHSET CTUMYNALUMIO C MEHbLLIEA YacTOTON Ha
MPOTSHKEHUN 3arpor paMMMPOBaHHOIO Nepuoja CHa.

Ventricular Rate Stabilization (VRS) (Ctabunusauus >XenyfoukoBoro putmMa) - 3Ta (PyHKUMA AVNHAMUYECKM
KOPPEKTUPYET YacToTy CTUMYNAUMM L1 YCTPaHeHUs LONrOM May3bl, KOTopas 00bIMHO CriedyeT 3a >Kesly[0YKOBOM
akcTpacuctosnoin (PVC).

DYHKLUMU MOHUTOPUHIA U KOHTPO/IbHOI0 Hab/toAeHns

MoHuTOpUHr Medtronic CareAlert - Ecim ycTpoicTBO MAEHTUDMUMPYET /H060e M3 3anporpaMMMPOBaHHbIX Wi
aBTOMaTU4ecKuX cocTostHMIA CareAlert, aTa (yHKUMS nofgaeT 6GecnpoBOLHON MNPedynpeXXaatoLLnii CUrHasT MOHUTOPY
nauyeHTa, npu Ha/mumn. 3ateM MOHWUTOP MNauueHTa nepefaeT AaHHble cobbimns CareAlert B ceTb Carelink Network
KoMnaH1n Medtronic. py cCOOTBETCTBYHOLLIEN HACTPOIKe, ceTb CareLink Network komnaHun Medtronic 3aTtem oTrpaBiseT
YBeZIOM/IEHME B Jle4ebHOe YUpeXXaeHMe.

XpaHeHwue faHHbIX Mo anun3ogam n M - [aHHas cucTeMa COCTaB/ISET XXyPHaUT aNM3040B apUTMAM, KOTOPbIA MO3BO/ISET
ObICTPO MpPOCMaTPMBATb CBOAKY M MOAPO6HBbIE AnarHOCTUYECKME aHHbIe NS AN13040B apUTMUN, BKIKOHaA HAKOM/IEHHbIE
flaHHble 3I'M.

dyHkuma Flashback Memory (peTpocnekTvBHas NamsATb) - 3Ta AvarHocTuyeckas (lyHKUMS obecrneymBaeT 3anmcb
NHTEPBa/I0B, HEMOCPEACTBEHHO MPeABaPSIOLLMX 3MN304bl TaXMapUTMUN W CaMblid NOCNEAHWIA OMPOC, a Takke MPOU3BOAUT
MOCTPOEHME MPaUKOB aHHbIX MO MHTEPBa/IaM B 3aBUCMMOCTU OT BPEMEHN.

XonTepoBCcKas TenemeTpus - 3Ta (PyHKUMA NO3BO/SET UMIM/IAHTUPOBAHHOMY YCTPOMCTBY HernpepbIBHO nepefasats I M
C TeNleMeTpUe MapKepoB 3a Neprog, A0 46 YacoB, HE3aBMCKMMO OT MPUMEHEHMS O/TIOBKM NPorpaMmaropa.

Implant Detection ([eTekuns umnnaHTaTa) - Jetekumsa uMrniaHtata— 310 30 min (MUH.) Neprog, KOTopbIA HaYMHAETCS
C MOMeHTa pa3MeLLEeHNst YCTPOMCTBA B XMPYPrMYeCKOM KapMaHe. B TeueHue 3TOro nepuofa YCTPOMCTBO MpPOBEPSET
MOAK/IHOYEHNE 3M1eKTPOA NyTeM M3MEPEHUA MMMeaaHca aneKTpoga. Mocne 3aBepLUeHns nepuoga AeTeKUMN UMMJIaHTaHTa
aKTUBMPYIOTCA Pa3/IYHble aBTOMATUYECKIME (DYHKLIMN U PEXUMbI ANarHOCTUKN.

He BoenpoH3BoauTCA 6€3 NMMCbMEHHOTO paspeLLeHrs KOMMaHW “MeaTPOHUK HK."
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Lead Monitor (MouutopHur ek - 1a) — 3Ta QYHKLUHMS HIMEPAET HMMEAHChl  KTPOAA B TEucHHE Cpoka CITyxkObl
MMILIAHTHPOBAHHOIO YCTPONCTBA H YNPaRIAET aBTOMaTHYECKO# HACTPOHKOH MONAPHOCTH 3NEKTPOAOB NPH HMIUIAHTALIMH.
Ecnu ¢ynxuus Lead Monitor (MOHHTOpPHHI 31eKTpoja) 3amporpamMmupoBaHa B pexume Adaptive (AnanTtusHas),
YCTPOACTBO aBTOMATHYECKH MEPEKNIOYacT GHNONAPHBIE CTHMYIAIHIO H CEHCHHI Ha MOHOMOMAPHbIE B CITy4ae HapyUICHHA
LENOCTHOCTH OHNMONAPHOrO INEKTPOAA.

Rate Histograms report (Oruer I'mcrorpamMmsl 4acToTbl) — B 3TOM OTYETE NPHBOAMTCS AHANA3OH PacHpele/CHUA
4acTOThI CEpACYHBIX COKpaILCHHH NauHEHTa.

bezonacHOCTD AAHHBIX

Komnanus Medtronic pazpabotana Mephl 6€30nacHOCTH [UIA 3alHTHl HHPOPMALIMK O MALMEHTE W JaHHLIX YCTPOHCTBa B
yctpoiicte Azure S SR MRI SureScan monemn W3ISROI.

Cucrema cBaiu Bluetooth — YcrpoiictBo oToOpaxaeT cBOKO JOCTYNHOCTh Al coeauHenns no Bluetooth. Kpuruyeckue
NaHHBIE, IPUHUMaEMble WM NepefaBacMble ¢ ycTpoiicTBa 4yepe3 Bluetooth-coennnenue, uiMdpyrorcs ycTpoicTBOM nepen
otnpaskoii no kanany Bluetooth. YcTpo#icTBo oTBe4aeT TO/ILKO Ha AaBTOPH3IOBAHHBIE KOMAH/IBL.

HHIyKTHBHAS CHCTEMA TeleMeTpHYecKo#H cB3H — MHIyKTHBHAsA CHCTEMA TEJIEMETPHYECKOH CBA3H koMnianuu Medtronic
MCNIONIL3yeTCs ¢ MPOrpaMMaTopoM Bpaua Juls Ofpoca H NporpaMMupoBaHHa yctpoficTsa. [Ipu Hanu4HK ee TaKKe MOXKHO
HCIIO/IL30BATh JUIA ONPOCA YCTPONCTBA NPH YAANEHHOM MOHHTOPHHIE. JTa CHCTEMA HCTIOJIb3YET COEHHEHHE Ha HeGONBIIOM
PacCTOSHHH, KOTOPOE 3all[HIacT HHPOPMALIHIO O MALHEHTE H NaHHbIE YCTPOHCTBA.

Hudopmauus o pexxume CTHMYJIHPOBAHHS

Pexumur DKC onuceiBaiores ¢ ucnosbzoBaHueM xoaa NBG. [Tatubyksennniit kon NBG, nHa3sanHbii B uects CeBepo-
AMEPHKAHCKOro OOIIEecTBa 3MEKTPOKAPAMOCTHMYIALUMK H 3nextpodusnonoruu (North American Society of Pacing and
Electrophysiology — NASPE) u Bputanckoii rpynnsl no H3y4eHHIO EKTPOKAPAHOCTHMYJIAIHH K NEKTPOGHIHONOrHH
(British Pacing and Electrophysiology Group — BREG), onucsisaet paboTy HMILIaHTHPYEMBIX KapAHOCTHMYaTopos. Kox
NBG, 3zamensroumii xog ICHD, npuBoautcs Huxe B Tabnuue (Tabx. 1).

Tab6aaua 1. O6HoBneHHLIH cBoa koa0B NASPE/BPEG nna antHOpanukapau4yeckoil CTHMY JIALMH
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Mosunyms: | ] \Y

Karteropusi:  Kamepa(bl) Kawvepa(b!) OTBeT Ha Mogynaums MHorokamep-
CTUMYSIMPYe- BOCIMPVHU- JeTEKLMIO YacToTbl HasA CTUMY/ISt-
Masi(ble) MarolLasi(ve) s®
O =0tcyT- O * OtcyT- 0 =OtcyT- O = Oreyr- O =0rcyT-
CTBYE cTBUE cTBUE CTBUe CTBMe
A=Tpeacep- A*Tlpeacep-  T=Tpurrep R = Mogyns- A= Tlpepcep-
ane ane 1=Tlopasne- LS YacToTbl ane
V =>Xenyno- V =)Kenypo- HVe V =>Kenypo-
YeK YeK D = 0O6e yHK- yeK
D=06e thyHk- D=06e hyHK- LM D* O6e (hyHK-
Lym Ly (T+] Lwm
(A+V) (A+V) (A+V)

YKa3biBaeTcss S = OfHOKa- S = OpHoka-
TOMbKO Npou3-  MepHas™ MepHas™
Boguteniem:  (Awwm V) AnmV)

“YcTpoiictea Medtronic He MCMOMb3YHOT KOA MHOMOKaMEPHON CTUMYNSLIN.
[na cTMMynMpyeMbIX WK AeTEKTUPYEMbIX KaMep nporpammvaTtop otobpakaeT A um V (He S).

3. MokazaHus, [1oKasaHWsa K NPUMEHEHNIO:

npoTMBornokaszaHust u  Cuctema Azure S SR MRI SureScan nokasaHa [/ 1Cro/b30BaHNA Y MaLyEHTOB, KOTOPbIM MOXET OKasaTbCs MOJ1e3HON
HeXeraTe/lbHble 3NeKrPOKapANOCTUMYIIUMS C YaCTOTHOM aganTaupein in 6e3 TakoBOM, A4/19 BOCCTAHOBEHMS (O3M1O0/I0MMYECKOA YacTOTbl
SABMEHUS CEePLEYHbIX COKPALLEHWUIA, YyULIeHUA CepAedHOro BbIGpoca, MPOWIaKTUKLA CUMMTOMOB WA 3allMTbl OT apUTMUIA,

06yC/OB/IEHHbIX HapyLLEHNAMM (OPMMPOBaHUS UMMY/IbCOB WM NPOBEAEHNS. 3TO YCTPOMCTBO OCHALLIEHO 6ecrpoBOAHON
TexHonorvel Bluetooth.

MpoTrBONoKasaHus:

Cuctema Azure S SR MRI SureScan komnaHuy Medtronic NpoTMBOMoKasaHa B CeAyroLmMX Criy4vasx:

* VIMnnaHTaumsa CoBMECTHO C ApYyrM YCTPOMCTBOM /151 fleHeHNs 6paankapann.

* IMniiaHTaumst COBMeCTHO C UMIIaHTVPYEMbIM KapAnoBepTepoM-aedmopunnaTtopom (UMKL).

* YacTOTHO-afanT1BHBIE PeXXMMbI MOTYT ObITb MPOTVBOMOKA3aHbI MalyeHTam, He NepeHOCALLIMM YacToTbl

CTUMY/IALMK, MPEBbILLIAIOLLYIE 3arporpaMMMPOBaHHOE 3HaYeHMe HXKHE 6a30BOI YacTOoTbl.

* ACVHXPOHHasA CTUMY/IALMS, NPU KOTOPOM CMOHTaHHbIE pUTMbI MOTYT MPUBECTU K KOHKYPEHTHOM

CTUMYTIALMN.

» OaHOKamepHas npeacepaHas CTUMYNAUMA Y NauMeHTOB C HapyLUeHeM AB npoBefeHVS.

Bo3MOXKHble HeXXenaTeNbHble AB/IEHUS:

K uncny HexenaTeflbHbIX SIB/EHWIA, CBSI3aHHbIX C WCMO/b30BaHMEM CUCTEMbI YCTPOMCTBA (YCTPOMCTBO W 3/1EKTPOL),
OTHOCATCS C/ieaytoLpe.

* Bo3ayLuHas ambonus

He Bocripon3sogmTcs 6e3 MMCbMEHHOr0 paspeLLeHnst KoMnaHum "MeaTPoOHMK VHK."
"MeaTpoHUK VHK."
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® AnneprutecKkas peaxuus

¢ Kposoteuenne

® GEeHOMEH OTTOPKEHHA OPraH3MOM, B TOM MHCJIE MECTHAA TKAHEBAA PEAKIMA OTTOPKEHHS
® Pacceuenue cepana

¢ [lepdopauns cepaua

¢ Tamnonana cepana

¢ XpoHHUYecKoe NOPRIKECHAC HEPBA

o Cmeprb

® Dubonux

® DHAOKAPAHT

¢ YpecxoxHas Spo3ust yCTpoidcTBa H 3NeKTpoAa
o Brpaxensuuiit pubpos

® JKCTpy3IHs

® OUOpHIATIMA KIK APHTMHH JIPYTHX THNOB

® CkonneHHe XHAKOCTH

¢ POpMHPOBAHAC KHCT

¢ bnoxana cepaua

o Pa3piib CTEHKH cepAla

® ['emaroma / cepoma

e HeanexsaTHoe ycKopeHHe apHTMHii

® Undexnus

& QopMHpPOBaHHKE KENoHA2

o Hcrupanue u oOphIB 3neKkTpoaa

o Murpauus/cMeImEHue 3AEKTPOAA

® Muo- 1 HeHpOCTHMYILIAR

® [Topexaenne MHORapIa

® Bo30ymumocTs MHOKApIA

¢ CeHCHHI MHOTIOTEHITHANIOB

¢ BrmoT B n0A0OCTh NEPHKAPIA

¢ 1llymM Tpenus nepuxapaa

¢ [IneamoTOpaKc

o [Topsmenne nopora CTAMYNAIKH

¢ TpomGoamboma

® Tpombo3

o O6ycnoBneHHEIL TPaHCBEHOIHBIM IEKTPOAOM TPOMGO3
o TMoppexecnue Kianana (0coGeHHO B CEPANE ¢ HEAOCTATOYHO PASBATLIME AHATOMHYECKHMHE CTPYKTYpaMH)
& OKKIIOIRA BEHH

o Tlepdopamus BeHN

Hemwmom&smmnsnmmmnm%wh“
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* Pa3pbIB CTEHKN BeHbl
B03MOXKHbIe HexXenaTtefbHble ABNEK-A:
CucTema aeKrpoKapanocTMysumm SureScan paspaboTaHa /11 MUHUMM3aLMM BO3MOXKHbIX HeXXeraTeSlbHbIX SBEHUNA,
CMOCO6HbIX HAHECTW Bpef NauveHTy. B okpyxeHM MPT BO3MOXHbI MEPEUMC/IEHHbIE HVXKE HEXeNaTe/lbHble AB/IeHUS:
* HarpeB KOHTaKTa 3/1eKTPOoJa 1 NOBPeXIeHMe TKaHW, B pe3y/ibTaTe KOTOPOro HapyLLAeTCA CEHCUHI Win 3axBaT, Win o6a
JaHHbIX ABMEHNS
* HarpeB YCTPOWCTBa, B pe3y/ibTaTe KOTOPOro MOBPEXAAeTCA TKaHb B KapMaHe 418 MMIJ/IaHTaTta Wi BO3HUKAKOT
HEMPUATHbIE OLLLYLLIEHNS Y NauneHTa, Win 06a faHHbIX SB/eHNs
* Bbi3BaHHble MPT TOKM B 3/1IEKTPOAAX, NPMBOASLLME K MOCTOSAHHOMY 3axBarty, YXT/®PXK, remognHaMnyecKoMy Kosjarcy
W1 BCEM 3TUM TPEM SAB/IEHUAM
* MOBPEeX[eHVe YCTPOUCTBA W 3MIEKTPOLOB, B pesy/ibTaTe KOTOPOro crcTeMa He MOXKET 06HapyXmBaTb WIN YCTPaHATb
HapyLLEHUS1 CEPAEYHOr0 pUTMa, a Takke NPUBOASLLEE K HENPaBWIbHOM Tepanim COCTOAHUS NaupieHTa
* MeXaHW4yecKoe WM (PYHKLMOHa/IbHOE MOBPEXAEHNE YCTPOWUCTBA, He MO3BOSISIOLLEE eMy B3aMMOLECTBOBaTb C
NporpamMmaTopoM
* [IBVDKEHUS] W BMOpaLMA YCTPOMCTBA, WK 3M1IeKTPOLOB, MPUBOLSALLME K CMELLIEHNIO
* BO3MOXHas MHAyKUms )1N XK npu 3anporpaMMUPOBaHHOM aCUHXPOHHOM PeXXume CTUMYIALMA BO BPEMS pPeXxnma
paboTbl MPT SureScan
4. Ycrnosus  13aenve npefHasHaueHo 4/19 UCMo/b30BaHMA B MEAVLMHCKOM U IeHEOHO-MPONIAKTUYECKOM YUpeXkaeHusX. [ob3oBaHme
NpUMeHeHNS KapAMOCTMY/IATOPOM  paspeLLIaeTca b Mof4, PYKOBOACTBOM WM MOL HabnogeHWeM  CrieuyasibHO  00yYeHHOro
BpayebHOro nepcoHana.
5. CocTaB N INEKTPOKapANOCTUMYIATOP UMMTaHTUPYeMbIA ogHOKaMepHbIi Azure S SR MRI SureScan, mogenb W3SR01 B cocTaBe;
repeyveHb feTasien u 3NEKTPOKaPAMOCTUMYNSITOP UMIMIAHTUPYEMbIN ofHOKamepHbIi Azure S SR MRI SureScan, mogenb W3SRO01;
MpVHaZeXHOCTENA) - TapupOBaHHbI KIHOY;

- JOKyMeHTaums Mo NpogyKTy: PyKOBOACTBO MO YCTPOMCTBY; OrpaHuueHHas rapaHtus; MpedynpexaeHus 1 Mepbl
NPEOCTOPOXKHOCTU, CBA3AHHbLIE C MeAULMHCKUMK npoueaypamn 1 SMI; TexHMYeckoe pykoBoacTBo no MPT;
OO6bsACHeHME CMMBOIOB Ha 3TUKeTKe ansa VKA CRT-D u3nenwii; Hakneiku; PervcTpaunoHHasi KapTa; A0KYMEHT
«QNEKTPOHHbIE MHCTPYKLMM MO 3KCnyaTaumn/pykoBoacTeay», CI>-amck.

*MpUnoxeHe K PYKOBOACTBY MO YCTPOMCTBY He BXOAWUT B KOMIUIEKT YMAKOBKM MeAULMHCKOIO M3Me/Ns, NIOKasIbHO
pacrieyaTbLIaeTCAa 1 npuiaraeTca npu rnoctaBke (peanmsauum) NoTpebuTento Ha TeppuTopumn POCCUIACKO (heaepaumu.
CnpaBo4yHOe PYKOBOACTBO M PYKOBOACTBO MO MPOrpamMMMpOBaHMiO He BXOAUT B KOMI/IEKT YMakOBKW, [OCTYMHO Ha
3MEKTPOHHOM pecypce http://manuals.medtronic.com/

6. OnucaHve ANeKTPOKapAMOCTUMY/IATOP MMMIAHTUPYeMbIi oagHOKamepHbI Azure S SR MRI SureScan, mogens W3SR01
OCHOBHbIX O6em™ 12,25 ev
NpUHaneXXHOCTeN,
M‘;ﬂmﬁcmx Macca 225 T
n3aennn wim
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n3genuu, He B XL X1* 42,6 MM X5 MM X7,4 Mm

AABTIAOLLAXCA PeHTreHOKOHTPaCTHb I NaeHTU(MKaTop' RNA
MEAULIMHCKAMK,  HO
MpenyCMOTPEHHBIX NpeHTndmkaTop Medtronic
[/151 VICMOMb30BaHUA B
KOMOMHaumm c
3a51B/1eHHbIM
MEAVNLIMHCK/M
ISAENEM (TP Mowass NOBEPXHOCTI TUTAHOBOIO KOPMyCa 33,48 o
Ha/IMUYMn TaKoBbIX) yCTpOWcTBa
Martepurasibl, KOHTaKTVPYHOLLIE C TKaHAMM Tefa TwvTaH, NonnypeTaH, CUIMKOHOBbIA KayyyK
YesioBeka'*
Batapest Mmbpna moHodTOPMAA

yrnepoga/nutus/cepebpa/okcmaa BaHagus
®O61bEM C OTKPbITLIMA OTBEPCTUAMMN /19 KOHHEKTOpA.

YNNOTHUTENN MOTYT C/lerKa BbICTyNaTb 3a rabapuTbl KOpryca.

PeHTreHOKOHTPACTHbIA UAEHTU(NMKATOP, BKIKOHYAIOLLMIA CUMBO/T-MAEHTUMKATOP KoMMaHun Medtronic, BU3yannsnpyeTcs
Ha PEHTIeHOCKOMUYECKOM N306padkKeHNM YCTPOUCTBA.

3™ MaTepuaribl 6bUTN YCNELLIHO MPOTECTMPOBaHbI Ha CMOCOOHOCTL M306EXaTb PUCKa 61OMOrMYECKO HECOBMECTUMOCTM.
Bo Bpemsi 06bI4HON paboTbl YCTPOMCTBO He HarpeBaeT OKPYXKatoLLve TKaHM 0 TeMrepaTypbl, NPeCTaBNsAoLLEelN OMacHOCTb.

TonwunHa Tonwua
BbicoTa (MM) WunpuHa (Mm) . coeanHuTens Macca (r) O6bem (cm™)
Kopnyca (Mm)
(Mm)
PexXum oguHOUYHOI Kamepsbl 42,6 50,8 7,4 9,9 22,5 12,25
MorpewHocTb +/-10% +/-10% +/-10% +/-10% +/-10%

nEHTUMKALWISE 1 MONOXKEHNE PEHTIEHOKOHTPACTHOIO UAEHTU(MKATOpa

He BocnporoBoanTCA 6e3 MMCbMEHHOO pa3peLLeHns KoMmaHun “MesTpoHUK HK."
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Ecnmn He ykazaHo MHOe, 10MYCK cocTaBsAneT: +/- 0,1524 mm

TapupoBaHHbIN K4 (ynakoBaHo BMecTe ¢ WK[) — lMonb3yiiTecb TOMbKO TapypOBaHHbIM K/IHOUOM, KOTOPbIiA
MOCTaB/ISIETCA C 3TUM YCTPOICTBOM. TapupoBaHHbIA KOY HyXKeH, YToGbl MPeAOTBPATMTL MOBPEXKAEHWE YCTPOICTBA,
BbI3bIBAaEMOe YpPe3MEPHbIM 3aTArMBaHNEM YCTAHOBOYHbIX BUHTOB. Jpyrue K/oum ¢ TapypoBaHHbIM ycuiveM (Hanpumep,
LLIECTUrPaHHbIE K/HOUM C CUHE PYKOSITKOM W MPSIMOYTO/bHbINA) MO3BOMSKOT MPUMOKMTL K KOHHEKTOPY 3/1EKTPOAA Yeume

60nbLLUe A0oMYCTUMOTO.
1,35cM (3,48 cwm)
53 137 -y
13(0.33cm}
L
0 68811.75cm)
0,20cm 121
13,15 cm}

KpyTawmin MOMeHT orpaHudeH 12-17 aroimamu, BO BpeMsi MEPBOro BPaLLEHUSI MO YacoBOW CTPESIKE; OH LUESIKHET, Korga
3HauyeHVe KPYTSLLIEro MOMEHTA B 3TOM [nana3oHe 6yaeT AOCTUIHYTO.
Macca: 8r+0,5r

He BocnpoLuBoaMTCa 6e3 NUCLMEHHOTO PaspeLLIEHNs KOMMaHUN “MeATPOHMK VHK."
"MeLTPOHMK VHK."
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MporpaMmmHoe obecrneyeHue
Mogenb SW - SW030
Bepcus - 8.0 v BblLLe
Knacc 6e3ornacHocTn - C
7. BosmoxHocTb #  OCHOBHbIMM KOMIMOHEHTamK cucTeMbl sBnsitotes: SKC, aneKTpog(bl) SureScan 1 NporpaMmarop 4/1 fIeYalLero Bpava.

Crnocobbl MoHWTOp NaLueHTa (SOCTYMNHbIN B Mogensx Astra n Azure) wiv 6ecripoBoOfHbIe CUCTEMbI MOHUTOPUHTA (MPeLCTaB/IeHHbIE
NHTEerpauyn C  VICK/OUMTENbHO B MogenisixX Asyp (Azure)) SBNAKOTCA JOMONHUTE/TbHBIMU KOMIMOHEHTaMU CUCTEMbI, 06ECNeYNBaKOLLIMAN
ApYr MU naupeHTam nepegadvy gaHHbIX SKC nevalym Bpadam rocpeactsom cetn Carelink gnsa aHanmsza (PUcyHoOK 1).
MeAVLMHCKMN MomoLuHKMK naupeHTa (Patient Assistant) Taroke SBMSETCA AOMO/IHUTEIbHBIM 3/1EMEHTOM, MCMO0/b3YyeMbIM /15
M3gennsammn pervcTpauum cuMmnTomoB. Hactoswmin OTyeT 0 KnHMYecKol oueHke (CER) paccmatpmsaeT KOMMOHEHTbI AKC u

nprkKnagHoe nporpaMmmHoe obecrneyeHune nporpamMmmMaropa, oCTaVibHble KOMIMOHEHTbI CUCTEMbI PpacCMaTpmMBatOTCA B PaMKax
otaenbHbIX OTYETOB 0 KIMMHUYECKOW OLieHKe (CER). YCTpOVICTBa Astra n Azure BOCMPUHMMAIOT 3/IEKTPUYECKYHO
aKTVBHOCTb cepAua nauyeHTa nocpeacTBoM UMM/IaHTUPOBaHHbLIX 3/1EKTPOA0B U 3aTeM aHaUTU3NPYIOT cepaeyHble pUTMbI Ha
OCHOBE Bbl6paHHbIX napameTpoB Tepanun K1, Npu HeOGXO,EI,I/IMOCTI/I, OCYLLIECTB/IAOT COOTBETCTBYIOLLYIO Tepanuto. [aHHble
YCTPOWCTBA TaKKe NPeAoCTaBIAT ANarHOCTUYECKYHO YU KOHTPO/IbHYH MH(OPMaLIMIO /151 HA3HAUYEHWNST BPayoM JIEYEHMS
nawyieHTam 1 OUeHKN cucTeMbl. [JaHHbIe yCTpOﬁCTBa asnaoTca MP-COBMeECTMMbIMU 1 MO3BO/IAKOT NPOU3BOAUTL
MarH/THO-Pe30HaHCHY TOMOrpadmio Npy ONpeaeneHHbIX YCI0BUSX.
PHcn-BoK 1: ApxHTe»rnpa cuctem Astra n Azure

MoHuTop nauneHTa Astra/Azure

MporpambiTOp BpAYn * TenemeTpust UHAYKLMOHHOM 6VKHEN 30HM

* Ars («CNONBb30E/>NA ' « lMepepaya fjaHHbIX Naitenrou

MEAVILIMHCKOM YUpeXaeHnn BecnpoeogHon MouunTopusar Azure

* Tenemetpus VHAYKLMOHHO « TefleMeTpus NocpefcTBOM TexHosnormm Bk>etootfi ¢

GNKHEN 30HbI HU3KMM 3necTponoTpebneysem

* VicnonbmanHue B xone « lMepepaya AaHHbIX, MHULMMPYEMast NaLMEHTOM

rpoueaypm HuniaH-aunm « lMnaHoBas yfaneHHas nepegava AaHHbIX

ycTpove-»a

* Hab.*1«ogeHve H3 6ase

MeMLMNCOTO YUPEXAEHNS
MovowHml .
naumeHTa (Patient CCare Link
Assistant) *e CTOGOpaXKeHWe MHGopMaLmm

* Pernctpauus
CUMMTOMOB

N
f Kvchpoaavine ngeligposamk  J| MOBIIbHCE CCeHHEH e

Ana nporpammmpoBaHns OKC Astra 1 Azure MOCPeACTBOM KOMMYHUKALUMOHHOM CUCTEMbl WUHAYKTUBHOW TeNleMeTpum
MOXET WCMO/b30BaTbCA TOMbKO MporpaMmMatop Bpada. [MaupieHTbl MOryT MCMob30BaTh AOMOSHUTESIbHBLIA MOHUTOP

He BocnpousBoanTcs 6e3 NMCbMEHHOrO pa3peLleHnss KomnaHum "MesaTpoHunk Nkk."
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naunenta Meatpouux (Medtronic) &  =6opa HHGOpPMALMHK C HMILIAHTHPOBAHHBIX: POACTB U OTNPAaBKH WHPOPMALMH
BpauaM nocpeacTBoM cetH Medtronic CareLink (nepemaya naHHbIX, MpOH3BOAHMAA NauHEHTOM). JlonojaHHTENbHOE,
onuHoHaNbHOEe MOOHIbHOE npuiaoxeHHe Bluetooth ¢ Hu3lkum 3Hepronotpebnennem (BTLE) (ua xotopwift He
PaclpoCTpaHsIOTCs MpaBua, ACHCTBYIOIHE B OTHOLICHHH MEAHUHHCKHX H3JCNHI) H MOHHMTOP MALMEHTa, 3amyCKaeMbli
nocpeactsoM yctpoiictBa Bluetooth ¢ HH3kMM 3HepronoTpebneHHeM (ZOCTYMHO HMCKIIIOUMTENBHO B Moaead Azure
NO3BOJSET OCYIIECTRIATL MEepeaavyy AaHHbIX, HHHLHHpYeMyio yctpoiictBoMm (CareAlerts) WIH naaHoBLIE yIaNE€HHbIEX
nepenaud AaHHbIX 6e3 yuactus naumenta. JKC Gyaer pearnpoBarh TONBKO Ha OrpaHHYEHHbIH HabOp KOMaHA, TaKHE Kak
KOMaHJibl 3anpoca. JlaHHble XOMaHAbLI HE MO3BOJAIOT H3MEHATh MapaMeTpsl Tepanuu. JlaHHble, mepenaBaeMbie C
MMILIAaHTMPOBAHHOTO YCTpoiicTBa 4yepe3 OecnipoBoaHylo cHcTeMy cBasH, mudpyiorca B OKC u nepenaiorcs yepes
mMoGuibHOE npuiioxkeHne Ha cepBep CareLink, rae o newmopytorcs. Ilepenaun panueix mMexay 3KC u cepsepom
CareLink mn¢pytoTcs oT Hauana Ao KOHua.
e OnucaHHe MeAHUHHCKHX H3Aeaull H NpHHALIEXKHOCTEH, HMeIOMHe BO3MOXKHOCTL COBMECTHOTO
uenosab3oBaHuaCucreMs! Astra 1 Azure MPT (Azure MRI) MoryT cocTosTh H3 cneayolux
koMnoHeHuToB:[Tporpammarop CareLink Moaens 2090

e [Iporpammarop CareLink Encore, Mozens 29901

o Axtusarop Kouekcyc (Conexus), moaens 27901

e Monutop nauuenta MyCareLink, Moaens 24952

e Monutop naunenta MyCarelink Smart, Mozens 25000 (Tosnbko ycTpoiicTBOAStra)

e Monurop CareLink Express 2020B

¢ Mouutop MyCareLink Heart Monens 31302 1 Moaens 31301 (Tosibko ycTpoiicTBo Azure)
o JlocTynHble B MpoAaXke MEKTPONLI 1A CTHMYNSUMH nipaBoro npenacepaus MPT SureScan'
e JlocTynHble B mpoaaxe 3/EKTPOAbI /Ul CTHMYJIALMH NeBoro xeryaodka MPT SureScan®

e KourakTt pasnrema Moaenu 6725 1s npeacepans (JUI NOpTa YCTPOHCTBA, €CIIH JJIEKTPOA VIS CTHMYJIALHH NpaBoro
npeacepaus He NMOAKIIOUEH)

o Te xe JOCTYNHBIE B MPOJaXKe HHCTPYMEHTH H IPHHAUIEXHOCTH U1 MOMIEPKKH HMIUIAHTATOB, HCMOJIb3YEMbIE C
NpeAlIeCTBEHHUHKOM ceMeicTBa ycTpoicTs Aasu3a JIP

e Jlocrynusie B npoAfke AONOJIHUTEAbHbIE MeAHIHHCKAe H3aeanu:CucreMa Azure/Astra COBMECTHMA CO
CNEAYIOLIMMH KOMMEPYECKH JOCTYTHBIMH CHCTEMHBIMH KOMIIOHEHTaMK: AHank3aTop Moaens 2290

e Maruut (Patient Magnet ) Mozens 9466

'TlopTsi CoeNMHHUTENR CNPOEKTHPORAHK B COOTBETCTBHH CO CTaHAapTOM IS-1 1SO 5841-3 wiu crannaprom IS4 / DF4 1SO 27186. [lanHbie MOPTH COBMECTHMbI CO
KOH(PHUIYPAUMAMH INEKTPOOB, B COOTBETCTBHH C YKAIAHHAMH B MAPKHPOBKE H3ACIHA.

He socnpon3soanTcs 663 NHCLMCHHOMO PEIpemeEHHa KOMNAHKK “Mec, HuK Unx."
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XontepoBcKui MoHMTOP (Hot*— Monitor) Mogens DR220
MomoLuHMK nauveHTa (Patient Assistant) Mogenb Model PA96000

Mozenb 3neKkTpoaa HanmveHoBaHWe TOproeoii Mapku
5086MRI CeHcopHbI/cTMynnpyroLmin anekTpog CapSureFix MRI SureScan Pace/Sense
5076 CeHcopHbl/cTUMynpytoLmii anekTpog CapSureFix Novus MRI SureScan
Pace/Sense
4076 AnekTpog CapSureFix Novus MRI SureScan
4074/4574 AnekTpog CapSure Sense MRI SureScan
3830 CtumynupytoLumii anekTpog SelectSecure
5554 Crnmynupytomii anekTpog CapSure Z Novus Mogenb 5554
5054 Crumynupytowmii anektpog CapSure Z Novus Mogenb 5054
8. VHdjopmauma 06 SNeKTpoOMarHUTHas aMm1ccuns
aMC MeanUMHCKOe m3genne npegHasHaveHo A5 UCMob30BaHNSA B 3/IEKTPOMArHUTHOM cpefie, ONpeseneHHON HIDKE.

MeanuymHcKoe yCTpOVICTBO noKynarensa Win nonb3oBatena A0/HKHO 06eCrneynTb ero UCronb3oBaHWe B

VcnbiTaHve Ha CooTBeTCTBUE AneKTpoMarHUTHas 06CTaHOBKa - YKa3aHWs
3/1IEKTPOMArHATHYHO
3aMUCCUIO
Pagmonomexu no CUCTIP MNoynna 1 MeauvuUMHCKOe U3fenne [0/MKHbI M3MydaTb  3/1EKTPOMArHUTHYHO
1 3HEPIUIO [/151 BbIMNOSTHEHWSI OCHOBHOM (DYHKLWN.
Paguonomexm no CUCTIP Knacca B MeanuyHCKoe n3genme NPUrogHo 418 NPUMEHeEHUS BO BCEX MecTax
n pasMeLLIEHA.
["apMOoHW1YecKme He
cocTaB/istoLLye NPUMEHSIOT

noTpeb/IsemMoro  Toka o
MO3K 61000-3-2

KonebaHunsi HanpsixeHns 1 He
trmkep no MOK 61000-3-  npuMeHAOT
3

MoMeX0oyCTORUMBOCTb

He BocnpoTtBoAuMTCA 6€3 MMCbMEHHOrO pa3peLlleHns KomnaHnum “"MeaTPOHUK VIHK.
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VcnbITaHve Ha NCNbImiz- ~bHbii1 YpoBeHb JneKTpoMr  'MTHasi 06CTaHOBKa-

MOMEXOYCTOMUYMBOCTL  YPOBeHb M0 MOK  COOTBETCTBUS yKa3aHus
60601
SneKTpocTaTUYecKme 6 KB +6 KB Monbl  MOMeLWEeHs  JO0/DKHbI - ObITb
paspsigbl (ACP) no M3K KOHTaKTHbIA KOHTaKTHbIIA BbIMO/IHEHbI M3  [epeBa, 6eTOHa WM
61000-4-2 paspsg, paspsg, KepaMnyecko  mmTki.  Ecm nonbl
MOKPbITbI CUHTETUYECKUM MaTEPUaUIoM, TO
+8 KB 18 KB OTHOCUTENIbHAsA ~ B/IKHOCTb  BO3AyXa
BO3LYLLIHbIN BO3AYLUHbIN [O/MKHa cocTaBNATb He MeHee 30%
paspAg PaspAf
MarHuTHoe none 3 Am 0,3 A/m MarHuTHbIe rnons MPOMBbILLIEHHOA
MPOMbILLIEHHON YacTOTbl YacTOTbl [O/MDKHbI ObITb  M3MepeHbl B
no M3K 61000-4-8 Ha3HayeHHOM MeCTe YCTaHOBKU /1A

rapaHTun T0ro, Y10 HanpPs>XeHHOCTb MosA
[OCTaTOYHO HM3Ka

WcnbiTaHue Ha VicnbimatenbHblii  JeACTBUTENbHBIA Y POBEHb COOTBETCTBUSA
NMOMEXOYCTOMUYMBOCTL  YPOBeHb N0 M3K  ypoBeHb
60601 MOMEX0YCTONUNB
ocTU
KoHayKTVBHbIE nomexn, 3 B 17 B 1B (cpeaHeKkBaapaTUYHOe 3HAYEHVE)
HaBefeHHbIe (cpegHekBagpaT  (CpefHeKBaspaTu
pPajnoYacTOTHLIMA YHOE 3HAYEHMNE) B YHOE 3HAYEHWE)
3NeKTPOMarHUTHbIMU nonoce ot 150
nonamu no MOK 61000- Ky, go 80 MIy,
4-6 BHE YacToT,
Bblfe/NEHHbIX ANA
MNMHM BY
YCTPOICTB
10 B 2,3 B 1B (cpeagHekBagpaTUYHOE 3HAYeHNE)

(cpeaHekBagpaT  (CpefHeKBaapaTy
YHOE 3HAYeHVe) B YHOE 3HaYeHe)

M3nyyaemoe nonoce ot 150 13 B/m 10 B/m
pagnoyacToTHoe Ky go 80 My
3/IEKTPOMAarHUTHOE rosie  Ha yacToTax,
no M3K 61000-4-3 BblAeNeHHbIX NS
MNHM BY
YCTPOWCTB
NomexoycToNYMBOCTb

He Bocnpon3sogmTcs 6€3 NMMCbMEHHOr0 pa3peLlleHns KoMnaHn ‘MesATPOHHK VIHK.
"MegTpoHnK UHK."
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HUcnerranue Ha

HUcenbiTs: : bHBIHA

YposeHb

DnekTpoM: :HTHast obcTaHOBKa —

NOMeX0yCTOH4YHBOCTD ypoBeHb ilo IEC COOTBETCTBHS yKa3aHus
60601
DnexTpocrarHyeckui +6 kB — | 6 kB — | Monst  noMemenus  OOMXKHBI  OBITH
paspaa (OCP) no IEC | koHTaKTHBIH KOHTAKTHBIH BHIIOJIHEHBI M3 JepeBa, OeTOHa HIIH
61000-4-2 pa3pan pa3pan Kepamuueckoid mauTkd. Ecau  nonbt
18 kB — | 18 kB — | NOKpHITBI CHHTETHYECKHM MaTEPHAIOM, TO
BO3IYIIHBIA BO3/Y LUHBIA OTHOCHTENIbHAsA  BJIAXHOCTb  BO3AyXa
pa3psaa paspsaa JIOJDKHA COCTaBNIATH He MeHee 30%.
MaruutHoe none | 3 A/m 3 A/M YpoBHH MarHHTHOIo nons
NMPOMBILLIEHHOA YacTOThI MNPOMBILILUICHHOM YacTOThl  JOJIXKHBI
(50/60 I'u) IEC 61000-4- COOTBETCTBOBATh THIMHYHBLIM YCIOBHAM
8 KOMMEPUECKOA HJIH 6onbHUUHOMK
00CTaHOBKH.
PapuouacrotHoe 3 B/mM B nonoce ot | 3 B/m OnHako noka3aHHs BCTPOCHHBIX B KpOBaTh

3NEeKTPOMarHHTHOE ToJe
IEC 61000-4-3

80 MI'u mo 2,5
[Tu

BECOB H€ HMEIOT KPHTHYECKH BaXXHOTO
3HA4YeHHus A paboTbl MEAMLIHHCKOrO
H3aenusa:  “OneKTpoKapAHOCTHMYJIATOP
MMIUIAHTUPYEMBbIHi OAHOKAaMEpHBIA Astra,
Azure B BADHaHTaxX HCNOMHEHHA”

d = 1,2VP B nonoce ot 26 no 800 MI'u

d = 2,3VP B nonoce ot 800 MI'u no 2,5
ITu, rae P HoMHHaNbHAA MaKCHManbHas
BbIXOJHas

MOLIHOCTh nepenatyuka B Barrax (Br)
yCTaHOB/ICHHas H3rotoBuTenem, a d —
pEKOMEH Ty eMbIA MPOCTPaHCTBEHHbIH
3a30p B MeTpax (M). HanpsxeHHOCTL mons
OpH PpacnpoCTPaHCHHH PpaJHOBONH OT
CTAllHOHAPHBLIX PpaJHONEPEeaTYHKOB MO
pe3ynbTaTaM HabmoaeHHi 3a
3/IEKTPOMarHHTHOH 06CcTaHOBKO#MH, JOMKHA
OBITH HHXKE, YeM YPOBEHb COOTBETCTBHA B
KaOXKAOH Nonoce 4acToT.

&)
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He »0ocnpoiasoamTcs 663 NHCHMEHHOO PASPEICHIA KOMNAHKH "Mearpounx Huk.”
"Mearpotnx Hux."
- KonduacHumansHo -




HaHHoe  YC=NACTBO  He  [O/DKHO
reHepupoBaTb  MOMEXW U JaHHOe
YCTPOMCTBO  AO/DKHO  BOCMPUHUMATb
Ntobble  MOMYYeHHbIE MOMEXK, BK/HOUas
MoMexK, KOTOpble MOTyT HapyLLaTb paboTy
ycTpoiicTBa. J[laHHOe YCTPOIACTBO  He
JO/DKHO  FeHepypoBaTb  MOMeEXW Ay
paguocTaHUMIA, paboTaroLyX B AnanasoHe

400,150706,000 My 7
MPVMEHSIOLLIXCA B METEOPO/IOrNHECKUNX
Lensix, s METEOPO/I0rYECKNX

CMyTHMKOB W CUCTEM  CMYTHWKOB
nccnefoBaHms 3emnu. YCTPONCTBO
[O/MKHO BOCMPUHMMATb ntobble
MnoslyYyeHHbIe MOMEXW, BK/IHOYas MOMEXN,

KOTOpble  MOryT  Hapywarb  paboTy
YCTPOMCTBA.

NMPUMEYAHWE 1 Boree BbICOKVE AMana3oHbl YacToT npumeHsaoTea npn 80 MIy, n 800 MITw,
NMPUMEYAHVE 2. [aHHOe pPYKOBOACTBO MPWMEHMMO He BO BCEX CUTyauusax. Ha pacnpoctpaHeHuve
3MIEKTPOMArHUTHbIX BO/IH BAUSIET MOT/IOLLEHME N OTPaXKEHNE OT KOHCTPYKLMIA, 06LEKTOB W MHOAEIA.

9. WHdopmauma no
6rocoBmecTumocTu /

BaAALMM " MaTtepuan
BEpUVKaLWK TwuTaH Knacca 1 cornacHo ASTM
*67-06
KonnyectBo
3 3/1EMEHTOB I3
JIEMEHT TWTaHa Knacca 1
(%)
A30T makc. 0,03
Yrnepog, makc. 0,10
Bonopog, makc. 0,0125
JKeneso makc. 0,20
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KOMMOHEHTbI
yCcTpoicTBa

3alMTHBIN 3KpaH C
NEBO CTOPOHbI
3alUMTHBI 3KpaH C
NpaBOi CTOPOHBbI
3aKMM KpeneXkHbIin
LLITMdoT KpenseHns

KOHTaKTHOIo pasbeMa

"MeATpPOHUK NHK."
- KoHbmaeHumanbHo -

Tvn KOHTaKTa C Te/IoM Cneyndukaums #

yenoBeka
MocTosIHHBIA KoHTakT ¢ 101291001
MSArKUMN TKaHAMU 1
MEXXTKaHEBOMN
YKVAKOCTbIO 101038007

He BocnporaBogkrcsa 6e3 NMCbMEHHOro paspeLlleHns KomnaHum "MesarpoHuk UHk.'



Kwvcnopog, Makc. 0,18

TumaH BanaHc
CWUIMKOHOBBIN Kay4yKOBbI KIIei, 163171003
nonuamumveTunicunokcaH MED 2000, Knei
TexHomorusa Nusilmed
75D nonnypetaH anactaH Tecothane MoAy /b KOHTAKTHBIX 168166003
pasbemoB
CUNMKOHOBbIN KayyyK ETR, 168588001

anacTtomep "'Cwiactuk'' ¢
OMOMEAMLMHCKON OLeHKoM oT "oy
KopHuHr * (Dow Coming)

MeouUMHCKOe 13aenne cooTBeTCTBYET cTaHaapTy 1SO 10993.

dnacTnyHasa BTy Ka

TapupoBaHHbI KoY

Matepuanbl (He npeaHasHaueHbl 411 KOHTaKTa C Ye/I0BEYECKMM Te/oM):
1) Haft - nonmadmprmung 1100F-8104, cBETMO-CepbIi KpacuTe b

2) LLlecTurpaHHbIin Ban - 455 KOppo3nMoHHOCTOMKasA cTasib KapneHTtep
C 0,05% makc.

P 0,040% wmakc.

Si 0,50% makc.

Ni 7.50 go 9.50%

Cn 1,50 go 2,50%

Cb+ Ta0,10 go 0,50%

Mn 0,50% makc.

S 0,030% makc.

Cr 11,00 po 12,50%

Mo 0,05% makc.

Ti 0,80 go 1,40%

Fe 6anaHc

YnakoBKu
UacTb yrnakoBKu Matepuan

KoHTeliHep Be3 nokpbmus PETG Glidex
KpbILLKW C nokpbiTvem Tyvek® 1073B ¢ kneem Oliver 18B

He BocnpotoBOAKTCA 6€3 NMCbMEHHOTO paspeLleHns KomnaHum “"MearpoHHK VHK.'
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3TUKeTKa Ha NEPBUYHON YraKoBKe Bywmara fj1a CTpyiHol neyat “ nyckaemasi KOMMaHvel
""Green Bay Packing Inc.”, CLLIA
CuHMe YyepHuna, nponssoauTesb 'Green Bay Packing Inc.",

CLLUA

MeyaTHasA YepHasa Kpacka a. Prime Mark/
b. UltraV/

c. TR4085plus.

NeyaTHasa cMHAA Kpacka

10. [nzaitH N DNeKTPOKaPAVOCTUMYNSTOP UMMIaHTUPYeMbI oaHOKaMepHbIA Azure S SR MRI SureScan, mogens W3SR01 B cocTase:
BHELUHWIA BWA, (OTO OMEKTPOKAPANOCTUMYIATOP UMMIaHTUPYEMbI ogHOKamepHbId Azure S SR MRI SureScan, mogens W3SR01

W1 N306paxkeHNe n

TapypoBaHHbIA KO

He BocnponsBoanTcsa 6e3 NMCbMEHHOro pa3pelleHns KoMnaHum "MeaTpOHUK VIHK.
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11. Hudopmanns o [ Crepunbibie GaphepHhe CHCTEMBI, «—JOAIMHE U3 JIOTKOB (KoHTeHHEPOB) H3 l'l:«)’ltii-Glidex) 6¢3 NOKPRITHA, BOKPHITHIX

MapKHpPOBKe # | kpuitko# u3 Marepuana mommaTHNeH Tatisex ® (Tyvek® }1073B c kneessim cnoem Oliver] 8B  cTepunu3OBaHHBIX FA30M
ynaKoBKe FTHACHOKCHAOM. JTOT CTepibHLI GaphepHbiit MaTepuan sBnserca obmuM mmm muornx moaeneii wsaenuii CRDM s
MEIHLHHCKOro PA3NHYHEIX CeMENCTBAX MNPOAYKTOB. 3HAYHTENbHAA HACTb HCHLTAHMHA, KOTOpble NOAJEPRUBAOT HCHONBIOBAHHE
H3ACHHSA YRAKOBOYHBIX MATCPHANOB H CTEPHALHBIX YNIAKOBOK, CicUHAYHa ANK YNAKOBOYHBIX MATEPHANIOB H KOMILICKTOB, & HE AN

KOHKPETHBIX npoayxToB. KoHKpeTHbE NasHsie 0 NPOAYKTE AR KBAMUQHUKALHH CTEPAIN3AUNY, KBATHOHKAUMK CBOHCTD
YNaKOBKH, MADKMPOBKH H crielipiaeckie TpeGOBaHHA K NMPOAYKTY MOXHO Hafitn B CTOPHH CO3JaHHH ROKYMEHTOB AN
K&KIOTO OTACIIGHOTO MPOAYKTa.

Crepunsusie Gapoepunie cuctemnl A CRDM, cocrosmue u3 sotkos #3 [IITT (Glidex) Ge3 noxphitis, NOKPHTHIX
xpoauxoit w3 Talisex ® (Tyvek® )1073B c wneesnd cnoem Oliverl8B 1 CTCpHIH3OBAHHBIX ra3oM ITHICHOKCHIOM,
ynaxosky ana mxpemuit UITWUKI/CPT u ynakoBKR s 3CKTPOAOB ¢ ABYMA TOTKAMH BBEACHHA.

Janee npeacrapAcHbl H300paXKEHHS ITHX YIAKOBOK:

BOCHPOHISOANTCA 663 IMCEMEHEOTO PRIPEIICHINE XOMTAH " Mok Ad
& 000 LUPMM &7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU o i "Mempossex Hem.* i
- Konjuacpmmno -
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PasMephl ynakoBku:

1. Kpsinka crepwibHol ynakoBkH
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He 30cnpoiasoanTen 563 NHCLMEHHONO prapcmctwe koM “Merrporss Hix.*
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Pa3mepbi CTEpHIIbHOMN YNaKOBKH:

He »0<nposnaoaTa 563 MNCLMEHNOND PRSPCIICHNS KoMnasi "Mexvposms Hinc.
"Mearposinx Hms."
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Yeprex pHelHCH YIAKOBKH C pasMEpaMH:
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TpuMep ITHKETKH YNAKOBKH ¢ YRazaunoit nudopmauwnei:
INEKTPOKAPAAOCTHMYISTOP HMILTAHTHPYEMBIH OHOKAMEpHBI Azure S SR MRI SureScan, Monens W3SRO01
(TpasEcnopTHAS YNAKOBKA H MADKHPOBKA HA BKNAABIN-HAKAECHKAX)
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He BocnpotoBoAUTCS 6€3 NMMCbMEHHOrO paspeLleHns KomnaHnum "MeaTpoHUK UHK."

"MeaTPOHUK NHK."
* KoHdmnpgeHuymanbsHo -



CTUKep Ha YNaKoBKy U3aennsi HaHocuTcs B Poccuiickoli defepauun Ans peasinsaumm npogykKta B KOMMEPYECKMX
uensx (nocne nony4yeHVst PermcTpauyoHHOro Y[0CTOBEPEHMS) W COAEPXWUT  CNeaytoLlyto  MH(OopMaLMio:

Cl

te))

CreaytoLLmiA nepeyeHb CUMBO/IOB MPUMEHUM K Pa3/IMyHbIM NPoAyKTaM. [ocMOTprTe 3TUKETKM Ha YMakoBKe MPOAyKTa,
YTOObl Y3HaTb, Kakve CUMBOMbI MPUMEHMMbI K HacTOsLLEMy MPOAYKTY, a Takke Yy3HaTb CEpUiiHbIA HOMep, AaTy
MPOW3BOACTBA U CPOK FOAHOCTU MPoAyKTa.
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IMecttromc VVIR 1 x (in

Azure"'S SR MRISureScan™ W3SR01
M W3SR01
SN VWWA/OO0000oW

(0i)00000000000000(i7)000000(2i)Www000000wW M9TO311A001 & - M967970A001 A

Medtronic VIR
Azure™ S SR MRI SureScan™ _W3SR01

e BlueSync™” cardiac monitoring system M VE|'W3SR01
SureScjn V\MN\MM’V

M970311A001 B - M967976A001 A HN

HaviveHoBaHwWe n3genns (Ha pycCKOM Si3bIKe)

MpowvsBoguTeb (Ha3BaHe) UPN (YHMKa/IbHbIA HOMEP
NPOAYKTA)

CTpaHa nponcxoxaeHNs CFN n (/mueBoi Homep
3aKa3urKa)

CM. PYKOBOZCTBO MO YCTPOCTBY
PerucTpaupoHHoe yaocToBepeHue Ne [aTa Bbloaum

He BocnporBoAKrcs 6e3 NMCbMeHHOro pa3peLleHnss KomnaHum "MearpoHuk MHK.”
"MeAOHHK NHK.”
- KoHdmpgeHumanbsHo -



M3OAESTNA n CUCTEMBbI, BkntovaroLLve

((M)) pagnoyacToTHbIE NMePeaTUNKA UK NPegHaMePEHHO
NCMONb3)TOLLME PaAVIOYaCTOTH>TO 3/1IEKTPOMAarHUTH>TO
3Hepruo 418 ANarHoCTTKU UK Nie4eHns, AO/MKHbI UMETb
MapK1POBK)' B BM/Ee 3HAaKa HEMOHM3MPYHOLLIE paamaumm

3Ta MapKMpoBKa COOTBETCTBUS OTHOCUTCA K MPog>TaaM, A1s
KOTOPbIX Obl1a NPoBefeHa 06si3aTeNlbHas NpoLea>pa
cepTmmKaLmm

12. Metogbl 1 CeMelicTBO U3Aennin UMNIaHTVpYeMbIX BoauTesei putma (VIBP) Azure 1 Astra ycreLHo NPoLLUIo aTTecTaumio B npoLiecce
yC/oBuA 30-MuHyTHOM cTepunmsaumn 100 % 30 B COOTBETCTBUM C NPOM3BOACTBEHHbIMM A0KYyMeHTamMy SMO (W1000285) n MJIC
CTepUIn3aLInK, (POD 000123) 1 no60oro sKBMBaneHTHoro npotecca 30-M1HYTHOM cTepunmsaumm 100 % 30 koMnaHun «MeaTPOHNK.
NoAJepXX1BatoLLme YpoBeHb 06ECMeYeHNs CTEPUIBHOCTM, MPEBbLILLIAIOLLIIA AOCTUraeTcs, Korga ceMencTso msaenuii IBP Azure n Astra
CTEPUIbHOCTL (41 MPOXOAAT CTEPUIM3aLWIO C KOH(Urypatwiein sarpyskn «/BP» B SMO (W1000285) n 8 MJC (POD_000123). CewmeiictBy

CTEPWILHBIX n3gennin MIBP Azure n Astra TpebyeTcsi, Kak MUHUMYM, 2 Yaca NPUHYAUTEbHOM aspaumn HarpeTbIM BO3AyXOM nocne 1-
MEANLIMHCKIX KPaTHOWN CTepU3aLmn, U, Kak MUHMMYM, 8 4acoB NMPUHYAMTENbHOM aspauy HarpeTbIM BO3LyXOM Moc/e 2-X U 5-KpaTHOM
V30eNNIA) cTepumnzaumn. MakcumasibHoe JONyCTUMOe BpeMs MPUHYAUTENIbHOW aspauum HarpeTbiM BO3A4YXOM COCTaB/IseT 16 YacoB

noc/ie Kakaoro LMKa cTepuimaaumm.

Bce BHyTpeHHMe 1 BHeLLHME TpeboBaHUst Gbuin cobntoaeHbl. CemMelicTBo m3gennini IBP Azure n Astra aTTecToBaHO A/1si
cTepunmsaumn B TedeHme oT 140 5 30-MUHYTHBLIX LUMKIOB cTepunmsaumn 100 % 0.

13.  Mopsipok w CobniofjaiiTe MeCTHble MpaBuia A4S Haj/IexXalllel, YTWIM3aLyM 3Toro npogykta. He yTumsvpyiite sToT NpoAyKT B
YC/IOBVS M3BMIeYeHNs]  HECOPTVPOBAHHOM MyHULWM&/TbHOM MOTOKe 0TX0A0B. 3TOT NPOAYKT COAEPXUT MaTepuasibl, KOTOpble MOryT HaHECTU Bpes

" yTUmsaLmm  OKpYXatoLLei cpefe. Cm. Http://recycling.medtronic.com ans nosyyeHUs MHCTPYKLMIA MO MpaBU/IbHOM yTUAM3aumm 3Toro
MEANLIHCKOr 0 npoayKTa.
V30envs MpyMKTE K CBEEHUIO CEAYHOLLYH MH(OPMALIMIO, OTHOCSILLIYIOCS K 3KCM/TaHTaUMM W YTUM3aLMA YCTPOIACTBA:

 UT06bl MpeaoTBPaTUTL HaHECeHMe HeaaeKBaTHLIX PasPsAoB, Nepes SKCTU/IaHTaLUVen, YMCTKOM M TPaHCMOPTUPOBKON
YCTPOWCTBA NPOBEAUTE €r0 OMPOC M OTK/IHOUMTE AETEKLMIO TaXUapUTMUMN.

» [locne cMepTV MaUMeHTa YCTPOICTBO [AO/MKHO ObITb 9KCT/IAHTMPOBAHO. B HEKOTOpbIX CTpaHax W3B/eUeHue
VMMIaHTUPYEMbIX YCTPOIACTB, paboTatoLLyX OT 6GaTapeld, NMPeAnucbIBaeTCsl 3aKoHaMK 06 OXpaHe OKPYXKatoLLEei cpedpl.
YTOUHUTE HEOGXOAUMOCTb W3BMIEUEHMSI COFIACHO MECTHOMY 3aKOHOAATENbCTBY. KpoMe TOro, mpy CKAraHWm wWim npu
KpemaLi YCTPONCTBO MOXKET B30PBATLCS,

He Bocnpow3Boalrrcs 6e3 MMCbMEHHOrO paspeLLeH st KommnaHun “MeaTpoHUK HK.”
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU "MefTpoHUK VHK."

- KoHgmaeHUmanbHo -



14. Vhdopvaups 06

V3roTOBUTESE
MELVILIHCKOTO
YCTPOWCTBA (HasBaHVe,
anpec MecTa
HaXOXEHS,
MOYTOBbIA afec,
HOMeEp TeredioHa,
agpec MecTa
MPOV3BO/CTBA)

15.  Knaccudwmikaumst
MeANLIMHCKOro
V30enns:

16. Tvn KoHTakTa C
OpraHv3Mom (Tesiom)
YesioBeKa

17. MeTogbl U
cnocobbl ans

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

* IMnnaHTVpyeMble YCTPOACTBa Kop;  ;aumm Medtronic npegHasHaYveHbl TOMbKO [
CTEPUINZYITE N HE UMIIAHTUPYITE NMOBTOPHO 3KCM/TaHTUPOBaHHbIE YCTPONCTBA.

o O6pawaiitecb B komnaHWio Medtronic gna  nosyveHusi HabopoB fA1s BO3BpaTa MO MOYTe, 4UTOObl BEPHYTb
3KCM/TaHTUPOBaHHbIE YCTPOMCTBA AN UCCMeA0BaHMA N yTUAM3aUMn. Ajpeca yKasaHbl Ha 3aHeil CTOPOHe 06/T0KKM.
MprMeyaHve:  YTUamzaums  3KCM/TaHTUPOBAHHbLIX — YCTPOWCTB WM 3/IEKTPOAOB  PEryMpyeTcs  MEeCTHbIMU,
rocyfapCTBeHHbIMU 1 (hefepasibHbIMU NpaBuiaMm

Knacc otxogoB - B (B COOTBETCTBMU C AENCTBYIOLLMM 3aKOHOAATEIb,CTBOM P®P) nocsie KoHTakTa C opraHusmMom, A 15
OTXOZ0B He KOHTaKTUPYHOLLMX C OpraHu3Mom

OpraHu3saumoHHo-NpasoBas opma 1 rnosiHoe HaMMeHoBaHWe KPUANYECKOro Nnua:

KomnaHua Medtronic Inc., USA (MegTpoHuk UHK., CLLIA)

Appec (MeCTOHAX0XeHWNe) HOPUANYECKOro INua:

710 Medtronic Parkway N.E. Minneapolis, MN 55432, USA (710 MegTtpoHuk lMapkysit H. E. MwuHHeanonuc, wrar
MuHHecoTa 55432, CLLIA)

TeneoHHble HOMepa:

Ten.:+1 763 514 4000;

®Pakc:+1 763 514 4879,

ALpec 3/1eKTPOHHOM MOYTbI OPUANYECKOIOo NnLa (eCniv MEeTCS):

htlD;//www .medtronic.com/contacl-us/index.hIim

MecTa Npon3BOACTBa MEANLNHCKOIO U3AeNVs:

1 Medtronic Europe Sari, Route Du Molliau 31, Case Postale, 1131 Tolochenaz, SWITZERLAND

2. Medtronic Puerto Rico Operations Co., Juncos Road 31, Km. 24, Hm 4, Ceiba Norte Industrial Park, Juncos PR 00777
USA

Knacc onacHOCTW, 3aBUCALLMIA OT BO3MOXKHOIO PUCKa, CBSI3aHHOIO C MCMO/Ib30BaHWEM MeANUMHCKOro mnsgenns - KNACC 3
/1

Knacc anekTpobe3onacHoOCTK, 6e30rmacHOCTM Mpu paboTe € nasepaMy U UHLIMW TUMaMu OMacHbIX (PAKTOPOB (Mpy uX
Ha/1M4mn)

Knacc 6e3onacHoCcT nporpamMmmMHoro obecrneyeHus: C (cornacHo MOK 62304)

TN KOHTaKTa C OPraHM3MoM - OCTOSAHHbIA KOHTaKT C MAMKMMU TKaHAMU 1 MEXXTKaHEBOW XMAKOCTbIO.

Twn paboyeii yacTu: aHanornyHo CF;

CTepuIbHOCTL: CTePUSILHO.

Knaccumkaums, B 3aBUCUMOCTM OT BO3MOXKHbLIX MOC/IEACTBUIM HEMCMPaBHOCTEN NPW 1CMOMb30BaHUN U3aens: A

Knacc MeguumHCKnX 0TXo4oB: b Ans 0TX040B MOC/e KOHTaKTa C OpraHusMoM, A 1 OTXOA0B He KOHTaKTUPYHOLLWX C
OpraH“3Mom

MOCTOSAHHBI KOHTAKT C MAMKMMN TKaHAMU 1 MEXXTKAHEBOM YXAKOCTHHO

»[HOPAa30BOoro MCnosib3oBaHNA. He

HenpumeHmnmo.
MeanumHCKoe 13fenve o4HOPa3oBoro 1CMo/b30BaHSA.

He BOCNpOM3BOAWTCA 6e3 MUCbMEHHOTO pazpelueHns KOMMaHUM “MesTpoHMk UHK.'
“MeaATPOHUK NHK."
* KoH(uaeHUpanbHo ©



[e3nHpeKumn
cTepunsaLmn
18. CpoK cny»6bl CpoK cnyx0bl - 18 MecsueB.

19. Ycrnosusi  cnonb3yeTcs B MeAULMHCKOM U IeHEOHO-NPOJIIAKTUHECKOM YUPEXKAEHUSX.

SKCIyaTaLmm: CnegyeT 1Ucnosb30BaTh TOMLKO NOA HAOMOAEHVEM KBa/TM(PMLVIPOBaHHbIX Bpayen,
BHYTPeHHSAA Temnepatypa Tena 32 °C-42 °C, snaxHoctb 80-100%
BasoBas CKOpOCTb, YacToTa UMMY/ILCOB TECTa, A/IMTENLHOCTL UMMY/bCa U aMnanTyga UMMy/bca OCTaloTCA B npesesnax
OXMaaeMbIX AOMYCKOB, KOrfa TemrnepaTypa yCTpoMcTBa cocTaBnsieT oT 22 °C g0 45 °C. YyBCTBUTENIbHOCTb MPY 00bIYHbIX

YC/I0BUSIX, M3MepeHHas npu Temnepatype 37°C MOXET M3MeHUTbCA BrUioTb A0 +1 % Ha ogvH °C npu M3MeHeHUU B
AnanasoHe oT 22°C o 45°C.

20. Ycnosusi  BHUMaTeNbHO cobntogainTe 3T peKoMeHAaUMn Npv 06paLLeHMN UM XpaHeHWN YCTPOCTBa. HeT gpyrux TpeboBaHuin K
TPaHCMOPTMPOBKMA W XPaHEHWIO 3a NpejenamMm TeMnepaTypbl HALLIMX MEXKTPORECCUOHA/TbHBIX TPYTI:

XpaHeHus XpaHuTe 1 TpaHCMopPTUPYIMTE YNakoBKY Npy Temnepatype oT -18°C ao +55°C

21. TpeboBaHMss  HenprMeHMMO

YCTaHOBKe n

MOHTaKY

22. FapaHTmVlele fapaHTuUpoOBaHHbLIN CPOK XpaHeHNA -18 mecaues

06s3aTe/1bCTBa

23. MNepeyeHb CCblJTIKN HA CTAHOAPTbBI U HAMMEHOBAHUVE COOTBETCTBUE
BHYTPEHHUX PEBU3NIN CTAHOAPTA TPEBOBAHUAM
MeXayHapoaHbIX EN 556-1 Crepunnsaupms MeAMLUMHCKMX  [1o/THOe COOTBETCTBUE TpeboBaHNSAM
HOPMATUBHbIX YCTPOWCTB. TpeboBaHWA K

[OKYMEHTOB MeAVLIMHCKUM yCTpOMCcTBaM,

CTaHAapToB KOTOpble [O/DKHbI ObITb

MapKMpoBaHbl KaK «CTepu/ibHble».
YacTtb 1 Tp>eboBaHA K

MeANUNHCKUM N3LeNnNAM,
nog/iexxaLiym KOHeYHoM
cTepunm3almmn
I1SO 15223-1 Mzpenvsa meauumHckue. CumBosibl,  Mo/IHOE COOTBETCTBUE TPE60BaHMSAM

NMPUMEHsIEMblE MPU  MapKUpOBaHU
Ha MEAMLIMHCKNX N30enmsx,
3TUKETKaX M B COMPOBOAMTE/IbHOM
AOKyMeHTaumn. Yactb 1. OCHOBHblE
TpeboBaHMA

He BocnponsBoanTcs 6e3 NMCbMEHHOIo paspeLlleHns komnaHmm "MeaTpoHuK MHK *
& 000 LUPMU @] INFO@CIRMI.RU @& WWW.GOSZDRAVNADZOR.RU

"MeaTpOHUK UHK,"
« KoHdhmaeHunanbHo
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EN 1041

ISO 5841-3

ENiSO 10993-1

EN ISO 10993-7

ISO 11135

ISO 11607-1

ISO 11607-2

VHdhopmayms, npegocTassiemMasi
npoun3BoauTeNieM MegNLNHCKNX
nsgennii

MMnnaHTel  gna xupyprum -

CepageyHble KapauoCTUMYNATOPbI -

YacTb 3 HunskonpodunbHble
pasbeMbI (Is-1) ans
UMMNIAHTUPYEMBbIX
KapaMoCTMMyNATOPOB
Buonorunyeckas oLeHKa

MeaAUUMHCKMX mn3genuin - Yactb 1
OueHkKa 1 TecTUpoBaHue B npoLecce
ynpas/ieHNs1 pUCKamu.

OueHka 61010rMYecKoro
BO3elicTBUSA MeONLNHCKNX
n3genmin. Yactb 7. OcTaTtoyHoe
codepXxaHue 3TU/EHOKCMZa nocre
cTepunusaumun

Ctepunusauus NpoAyKTOB
MeOULUNHCKOTro HasHadeHus. OKcup,
aTuneHa. TpeboBaHMA K pa3paboTke,
Ba/IMOaunM N PYTUHHOMY KOHTPOJIHO

npouecca cTepumsaunm onsa
MeOULVHCKNX YCTPOMCTB.

YnakoBka ons n3genui,
noasexauwmx thrHaibHOM
cTepunusaunm - Yactb 1
TpeboBaHus K MaTtepuanam,

cucTemMaMm 3alWunTbl CTEPUSIBHOCTU U
cuctemam ynakosku (ISO 11607-
1;2006)

YnakoBKa MeOUUMHCKUX W3aennii,
CTEpPUIN3YEMbIX Ha 3aBepLuatoLLe
ctaguu  npou3BoAcTteBa. Yactb 2.
TpeboBaHUA K OLEHKE MNpoLeccoB
dopmupoBaHma, repmMetTmsaunun  u
c6opku

He BocnpotoBoanTcs 6e3 MMCbMEHHOIO paspeLLeHmnst KoMnaHum "MesTpokuK UHK."

"MeATpOoHUK NHK."
- KoHthmaeHumasnbHo -

Mo —r cooTBeTCTBUE TPEOOBAHNAM

MonHoe cooTBeTCTBUE Tpe6OBaH NAm

MosiHoe CooTBETCTBUE TpeboBaHMAM

NonHoe cooTBeTCTBUE Tpe6OBaH nAm

MosiHoe COOTBETCTBUE TPEGOBAHUAM

MNMosiHoe coOTBETCTBUE TPEGOBAHUSAM

MNMosiHoe cCoOTBETCTBUE TPEBOBAHUSAM



EN ISO 14971

MengHuHHCKHS H3ACHRA -
TipuMeHeHHe ynpaBNeHHa PHCKaMH
K K3AeUAM METALHHCKOTO
Ha3HAYEHNI

[Nor—= cooTBercTBHE TpeOOBAHHAM

EN 45502-1

AKTHBHEIE HMIUTAHTHPYEMEIE
MeaHUHHCKHE yeTpolicrea. Hacts 1@
O6uue TpebOBaHUR K
Gc30macHOCTH,  MapKHpOBKE ©
HHPOPMALIHH, NpeaocTaBIACMO#R
TIPOA3BOAMTEIIEM

[NonHoe cooTBeTCTBHE TPEGOBAHUAM

EN 45502-2-1

AXTHBHbIE HMILTAETHPYCMBIC
MeZHUHHCKHe ycTpolicTsa. Yacts 2-
1: Ocobnie TpeGoBaHNa K aKTHBHEIM
HMILTAHTHPYEMbIM  METHIHHCKHM
ycrpolicrBaM,  OpeAHAIHAYCHHBIM
A gmeveHust  OpaamapHTMHN
(xapAHOCTHMYJIATOPH)

Iontoe cooTpercTBHE TPeOOBAHHAM

EN 60601-1

Meawuunckoe WIEKTPHUECKOC
obopyaopanme - Hacrs 1: OGmue
TpeGoBaHHA K Oe30macHOCTH M
OCHOBHEIM pabomam

XapaKTePUCTHKAM

Monxoe coorsercTBRE NYHKTY 14

EN 60601-1-6

Meguuunckoe 3NEKTPAYCCKOS
obopynosaunue - Yactu 1-6: O6mue
TpeboBaHHA K Gasopoii
Ge30nacsocTr H OCHOBHBIM
GYHKIHOHAMSHEIM
xapakTepuctakaM -  Cranpapr
obecneveuns: Yaobetso
NPHMCHCHHAA

Tonuoe cooTsercTBUE TPebOBAHHAM

EN 62304

IlporpaMmEOe  ofecnedcHHe AN
MEAHUHHCKHX ycTpo#cTs.
[lpoueccll  XW3HEHHONO  UHKAA
NpOrpaMMHOTro obecredeHns

HomHoe cooTBeTcTBHE TPeOOBAHHAM

EN 62366

Meauunackue apuGopLL.
[lpoexTapoBaHKe MCOHIHHCKHX
ki1 ¢ YYCTOM
SKCILTYATAHOHHON NPHIOAHOCTH

Ionnoe cooTBeTCTBHE TPEOOBAHKAM

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

He a0CTIpOIOROANTCA 563 MICAMERHONO Paspomeitg kounas “Memponix Hux."
la‘em“ "“.I

- Konjuactanameo -



24.

NIOAACPKKH
KJINEHTOB

Cryx6a

Obcayxusanue

Komnanua Medtronic umMeeT B CBOEM pacmopaXEeHHH BbICOKOKBAMRGHUHPOBAHHLIX NPCACTABUTEIEH H UHXEHEPHO-
TexHHIecKui nepconan. CnenuainucTal KOMIaHuu pafoTaioT B pasHLIX CTpaHax Mo BCEMY MHpPY H FOTOBH MPEROCTARHTH
o0cIyXKuBaHHe, & TAKXKe, 0O OTAEAbHOMY 3ampocy, ofecneunTs NMOATOTOBKY H O0yueHHE MEAHUHKCKOrO MEpcoHaa,
HMEIOILETO OTHOLIEHWE K HCMONb30BaHHIo miaemm#t Medtronic. Kpome Toro, komuanus Medtronic pacneonaraet ITATOM
BLICOKONPOJECCHOHANBHEIX CIEUAATHUCTOB, MPEAOCTAB/IMOWKX TEXHHHECKHE KOHCYALTALAY NOMb30BaTenaM waaemui. U
nonyuenns Gonee noapoGaoik mudopMaumun npocuM obpamaTseca k Gnuxaiiiiemy mpeacTaBuTemo KomMnarnuu Medtronic no
ONHOMY M3 TeNS(POHHBIX HOMEPOB HITH [0 aAipecy, YKA3aHHOMY HHXE.

Medtronic USA, Inc.

710 Mexrponnk [Tapkysit H. E. Munneanonuc, wrrar Muanecora 55432, CLIA

[MpeaccrasncHue HHGOpMALHHK NALMCHTAM:

BecnnaTumif 3poHok: +1 800 551 5544

(7.00 — 18.00, noHeIeMLHAK-NATHHA, LCHTPANLHOE MOACHOE BPEMA)

MpeacTaBATILCTBO KoMnanun B Mockne:

000 «MeaTpoHUK»

Poccniickas enepanus, 123317, Mocksa,

[pecnenckas Habepexnasn, 10

Ten.: +7 495 580 7377 +7 495 580 7377 FREE

Paxc: + 7 495 580 7378

E-mail: info.russia@medtronic.ru

UsTtepuer-caitTel: www.medtronic.eu, www.medtronic.ru

Anpeca odHCHBIX TIPEJICTABHTENLCTB KOMNaHHA Medtronic B pasHbIX CTPaHAX MHPA HMEIOTCA 10 CChUIKE:
http://www.medtronic.com

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

He socnpoinsonsTca Ges RECHMEHHOTO PaspeincHim kounarme "Meatpomax Him."
"Mexrposisx Hux.”
- Kondaacrnpmmnno -




MpunoxeHne Nel K TEXHUYECKON MHDOopMaLnn

[MapameTpbl n3genus
V =B
mV = mB
ms = MC
min = MUH

. -1 -1
mm = MUH

M =0wm
K2 = KOM
up = MK®

ONeicTPoOKapANOCTUMYIATOP MMNNAaHTUPYEMbIA OfQHOKaMepHbIn Azure S SR MRI SureScan, mogesnb
W3SR01

3/1 HacTpoOiiKn 3KCTPEHHOrO pexunma

Tab6nunuya 11. OKCTPEHHble HACTPonKn pexuma V'V |

MapameTp 3HayeHuAa ona Bblbopa
Pacing Mode (PeXum 3/1eKrpokapamMocTUMysaLmnm) VVI

Lower Rate (HmkHAA yacToTa) 70 min™

RV Amplitude (AMnantyga nMmnysbca ctTumynsauum Mo 6V

RV Pulse Width (nnTenbHOCTb UMMyAbca CTUMYNAUnn MK)® 1,5 ms

RV Pace Polarity (MonspHocTb ctumynsauymm Mixx) Unipolar (MoHoNonspHbIA)
V. Blank Post VP ()KeniyaoukoBblii crienoii nepuog nocrie 240 ms

XEeNyn04YKOBOM CTUMYNSAUNKN)

Rate Hysteresis (FT'ncrepes3nc 4acTtoTbl) Off (Bblkn)

MPT SureScan O ff (Bbikn)

®Ecnu gna napametpa RV Amplitude (AmMnnutyga umnynbsca B 1)K) 3anporpaMmmmupoBaHo 3HadeHue 8 V, To
CTUMynauus B pexume V'V I BbINOSHAETCA € aMnanTygoii 8 V- n onMTeNbHOCTbIO nMnybca 1,2 ms.

5.2 HanoxeHune maruuTta

Korga psagom C yCTpOMCTBOM pa3MeLLaeTCs MarHuT, PeXxXmnmMm CTUMYNALUNK N3MEHAETCA C 3anporpaMmMmmnpoBaHHOro
Ha VOO, a yacToTa CTMMynsiunm nameHsietca Ha 100 min“* Ha NATb COKpalLEeHWA, a 3aTeM U3MeHSIeTcs Ha 85
min“' (£ 2 min”’) nam 65 min™* (£ 2 min'’), Kak ONMCcaHO B KOHLLe 3TOro pasgena. Korga psaaom € yCTpOMCTBOM
NnoMeLLaeTcsa MarHuT, AeTekums TaxmapuTMuii npuocTaHaBnuBaeTcsd. Ecnn ybpaTb MarHuT, TO YCTPOIACTBO
BO3BPAaTUTCHA K CBOEli 3anporpamMmMmnpoBaHHoli paboTe.

Ecnn ycTpoiicTBO paboTaeT B CTaHAAPTHbIX YC/0BUAX, YacToTa CTMMyAsaumMu coctaenset 85 min'' (700 ms), a
npv NOSBJEHUN NHAMKATOPa pPeKOMEeHAO0BaHHOro BpemMeHu 3ameHbl (PB3) wnav npu cbpoce ycTponcTBa OHa
oypet paBHa 65 min'™' (920 ms).

MpumevaHue: Ecnu mexay yCTPOMCTBOM 1 NPOrpaMmMaTopoM yCTaHaBNMBaeTCA TesieMeTpus unuv pexum MPT
SureScan 3anporpaMmmMmupoBaH Ha On (Bkn.), To paboTta MarHuTa He NPOUCXoaMuT.

5.3 MapamMeTpbl AeTeKUUN TaxnapnutMmmm

MapameTp MporpammupyemMmbie 3Ha4YeHUA Mpu oTrpy3ske Mocne

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



cbpoca

MOHUTOPUHT XXT Monitor® (MOHUTOPUHT); BbIK/ Monitor Off
WHTepBan  mMoHuTOopuHra  XT 280; 290 ... 360'B> ... 500 ms 360 ms 360 ms
[vacTOTa! “
YyBcTBUTENBLHOCTL M)XK 0,45; 0,60 mV (x 50 %); 0,90; 1,20; 0,90 mV 2,80 mV
2,00; 2,80; 4,00; 5,60; 8,00; 11,30
mV (+ 30 %)

BunonsapHas: 0,90™ mV

MoHononspHas: 2,80* mV

®WN3MepeHHble UHTepBa/lbl YMEHbLLLAKTCA A0 3HauyeHus, kpaTtHoro 10 ms (Hanpumep, 457 ms okpyrnseTca no
450 ms). YCTPOWCTBO UCMNOJb3YET 3TO OKPYI/IEHHOE 3HaYeHne NHTepBana, korga npumMeHseT
3anporpaMMmnpoBaHHble KPUTEPUU U PaCCUUTBIBAET CpefHUE 3HAaYEHUA VHTEPBa/IOB.
~ QTa HacTpolika NpUMEHSIETCA KO BCeMY CEHCUHIY B [aHHOW kamepe: M gns AeTekumn TaxmaputMmum, n gns
npouenyp CTMMynaumMn npu épagukapanu.

N YCTPOWCTBO COOTBETCTBYeT TpeboBaHusM [ISO 14708-2, korga pAgns nopora 4yBCTBUTE/IbHOCTU
anporpaMmmMmpoBaHo 3HayeHune 2,0 mV nnu BblLLe.

5.4 TMapameTpbl Tepannn

MapameTp MporpamMmmupyemMble 3HaYEHUS Mpwu oTrpyske  Mocne
cbpoca
Mode (Pexum) YY1K'B“;VVI; VOO; OVO V1 VVi
Lower Rate (Hnx. 6a3s.vact.) 30: 35 ... 60”™ :70: 75 ... 150 min-* 60 min™ (1000 65 min™
(£2 min"*) ms) (923 ms)

®COOTBETCTBYOLWMNIA NHTEPBAST HMXXHEWN YAaCTOTbl MOXET ObITb BbIYMC/IEH C/IeAYOWNM 00pa3oM: HTepBa
HKHEN YyacToTbl (Ms) = 60 000/HMXHAA YacToTa.

Tabnunuya 14. MNMapameTpbl Tepanuu MX

MapameTp MporpamMmmupyemble 3HaYeHUA Mpwu oTrpyske Mocne cbpoca
RV Amplitude (MK 0,5;075 ... 1,25V (+0,125 V /- 35V 6V
amnnanTyaa) 33%) 1,50 ... 3,5'~ ... 5; 5,5; 6;

8V (+15%/-33%)“
RV Pulse Width 0,03; 0,06 ms (10 ps); 0,4 ms 1,5 ms
(AnuT.umnynbca MNX) 0,1; 0,2; 0,3; 0,4~ .. 1,5 ms

(x25 ps)
RV Sensitivity 0,45; 0,60 mV (£50%); 0,90/ ; 0,90 mV 2,80 mV
(HyBCTBUTENBHOCTL K)*™ l 20; 2,00; 2,80; 4,00; 5,60; 8,00;

1,30 mV (£30%)
MoHonongapHasa: 2,80 mV
BunonsapHaa: 0,90'* mV

RV Pace Polarity (MonspHoctb bBunonapHasa, MoHononsApHas HacTpanBaemas'r MoHononsApHas

MX ctum.)

MonapHocTb MXX ceHcuHra BunonsapHasa, moHonoigpHasn HactpanBaemas'® MoHoMNonsipHas

RV Lead Monitor (MOHUTOPUHT TO/IbKO MOHUTOP., AJanTUBH. Monitor Only Monitor Only

anekTpoaa MXx) (Tonbko (Tonbko
MOHUTOPWHT) MOHUTOPWHT)

Min  Limit (MuHMManbHbIG  200'~ : 300: 400: 500 M 200 N 200 M

npepnen)

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Max Limit (MakcumasibHbI  1000; 1500; 2000; 3000<B> Il 3000 a 3000 n

npegen)
®Ecnu MXX amnnutypa pasHa 8 V, 1o AnuT. THK nmnyneca go/mkHa 6bITb MeHbLe 1,3 ms.

JTa HacTpolika NPUMEHSETCA KO BCEMY CEHCWUHIY B AaHHOW kamepe: U onsa AeTekuun Taxmaputmum, n ans
npoueayp CTUMynaumMn npu épagukapoun.

3HaueHne Configure (HacTpauBaemasi) oTob6paxaeTcs, Korga YCTPOMCTBO aBTOMAaTM4YeCKM HacTpaunBaeT
NONAPHOCTb 3M1EKTPOAA NPU UMMNaHTauUun. 3TO 3HAYEHWE Heslb3S MEHATD.

Tabnuua 15. NapameTpbl ynpaBieHus 3axBatomMm putma Mix

MapameTp MporpaMmmupyemMbie 3HayeHnA Mpwn Mocne
OTrpy3sKe cbpoca

RV Capture Management Adaptive"” (AJanTUBHbIE); Adaptive O ff (BbIkn)

(YnpaBneHne 3axBaTomM puUTMa Monitor (MOHWUTOPUHI); off (ApanTuBHbIe)

MX) (BbIkn)

RV Amplitude Safety Margin 1 5x: 2 ox"~ :2,5x: 3,0x 2,0x 2,0x

(I'paHunua 6e3onacHoCcTun

aMmnanTyabl nMnynbca

ctumynsaumum M)

RV Minimum Adapted Amplitude 1 0:1,5:2,00@>:2,5:3,0:3,5V 2V 2V

(MnHnmanbHas aganTupoBaHHas

amnnmTtyga uMnysca

cTumynauum MXx)

RV Acute Phase Remaining off (Bwbikn); 30; 60; 90; 120<g> ; 120 days 120 days

(OcTaBlleecsi KONMYECTBO [AHEN 150 days (gHeid) (aHen) (aHen)

ocTpoii dhasbl MXK)

Tab6nuua 16. Cnenble nepuogpl

MapameTp MporpammMmunpyembie 3HayeHnA Mpwn Mocne

OTrpyske cbpoca

X cnen, nepuog nocne VP 150; 160 ... 200'0> ... 320 ms (+5; 200 ms 240 ms
-30 ms)

X cnen. nep. nocne VS 120'6> : 130 ... 170; 200: 220; 250; 120 ms 120 ms

280; 300; 320 ms (+2; -30 ms)

MapameTp MporpammMmunpyembie 3HayeHnd Mpwn Mocne
OTrpy3Ke cbpoca

Upper Sensor Rate (BepxHsii go; 85 ... 130'B> ... 175 min™ (x2 130 min™ 120 min™

yacToTa CeHcopa) min™

ADL Rate  (YacTota  npu go; 65 ... 95'~ ... 170 min-' (x2 95 min™ 95 min™

NoBCeHEBHOI aKTUBHO CTW) min'™

Rate Profile Optimization g~ (Bkn); Off (Bbikn) On (Bkn) O ff (Bbikn)

(OnTumMun3zaumsa npodounsa

4acTOThbl)

ADL Response (Peakuusi Ha 1:2:3'g>:4:5 3 3

NoBCeAHEBHYIO aKTUBHOCTb)

Exertion Response (Peakuusi Ha 1:2: 3<A :4:5 3 3

bun3nYeCcKyto Harpysky)
Activity Threshold (Mopor Low (Huskuii), Medium Low~ Medium Low Medium Low

aKTMBHOCTK) (Cpepre Huskuii), Medium High (CpeaHe (Cpeane
HU3KNIA) HU3KWIA)
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Activity Acceleration (YckopeHune
aKTUBHOCTW)

Activity Deceleration
(3amenneHve akTUBHOCTN)

ADL Setpoint (BapaHHOEe
3HaueHne aAna  NoBCeAHEBHOMN
aKTUBHOCTN)

UR Setpoint (3agaHHOe 3HauyeHue
BEpPXHEN 4YacTOTbl)

(CpegHe BbICOKWIA), High
(BblCOKWMIA)

15;30<” ;60s

Exercise"” (Pusmnueckan

Harpyska); 2,5; 5; 10 min

5,6 ...40; 42 ... 80

15; 16 ... 40; 42 ... 80; 85 ... 180

Tabnmua 18. NapameTpbl dpyHKUUK Sleep (CoH)

MapameTp

Sleep (CoH)

Sleep Rate (HacTtoTa ctumynsaumu
BO CHe)

Bed Time (Bpemsa 0TX04aKo CHY)

Wake Time (Bpewms
NpoodyxaeHns)
MapameTp

MPT SureScan

MRI Pacing Mode (Pexum cTtum.
npy MPT)
YacTtoTta ctum. npn MPT

MNapameTp

'nMcrtepesnc yacToTbl

5.5 MapameTpbl cbopa AaHHbIX

MapameTp

NCcTOUHUK 3TM 1
AnanasoH 3TM 1
NCTOYHUK OTM 2

AwnanasoH 9I'M 2
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MporpammupyemMble 3HaUeHNs

On (Bkn); O ff~ (Bbikn)

30; 35 ... 50'B> ; 55; 60; 70; 75 ...
100 min"*

00:00; 00:10 ... 22:00'$" ... 23:50
00:00; 00:10 ... 07:00'$" ...23:50

MporpaMmmmnpyemMbie 3HaueHNs

On (Bkn.); Off (Bbikn.)
VOO; OVO

60; 70; 75; 80... 120 min"™

MporpammupyemMble 3HaUeHNSA

Bbncn'™ ; 30; 40 ... 80 min'™

Mporpammupyemble 3HaueHus!

Can k RVring; RVtip Kk RVring*» ;
RVtip k Can

+1; +2; +4; £8'$’ ; £12; +16; £32
mV

Can k RVring; RVtip Kk RVring;
RVtip k Can”

+1; +2; +4; £8'$' ; £12; +16; +32
mV

30 s

Exercise

(dun3mnueckas

Harpyska)
18

40

Mpn
OTrpyske
O ff (Bblkn)

50 min"*

22:00
07:00

MNpun
OTrpysKe
O ff (Bbncr)

Mpwn
OTrpysKe
Bbikn

Mpn
OTrpy3kKe
RVtip
RVring

+8 mV

RVtip k Can

+8 mV

30 s

5 min

18

40

Mocne
cbpoca
O ff (Bblkn)

50 min"*

22:00
07:00

Mocne
cbpoca
O ff (Bbikn)

Mocne
cbpoca
Bbikn

Mocne
cbpoca
RVtip

RVring

+8 mV

RVtip k Can

+8 mV



NcTouHnK 3TM 3 RVtip k RVring; Can k RVring~ ; Can K RVring  Can k RVring

RVtip k Can

AvanasoH 3T'M 3 +1; +2; +4; 8/~ ; £12; +16; +32 8 MV 8 mv
mV

MoHunTOop. 3rM1 u 3TCM2~ : 3rM1 u armMm1 n 9IrM1 "
3rM3; arM2 u arm3 9rMz2 orm2

9S'M Ao Havana aputmMun BbIkn"~ ; Bkn - 1 mecsil; Bkn - 3 Bbren Bhiks
mecsua; Bk NOCTOAHHO

[Jarta/Bpems yctpolictBa (BbIGEPUTE HACOBOW MOSC) — —

Xontep. TenemeTpus Bbikn'B’ : 0,5: 1: 2: 4: 8: 16: 24: 36: DBbIKN Bbikn
46 4

Becnposog.TesieM. ¢ MOHUTOPOM BKA~ : BbIKn Bkn Bk

®3HayeHVs BpemMeHM W faTbl, XpaHAWMrecsa B 3anucax SMnu3ofos, U Apyrve AaHHble onpefensarTcs yacamu
napameTpa "[aTta/Bpems ycTponctea".

N 3HadeHMe nocsie cbpoca MOXeT ObITb YCTAaHOBMEHO Ha "BbIKN", ecsiv umeeTcs npobnema, Tpebyrowas
OTK/1tl04YEHMs1 6eCnpPOBOAHO CBA3N.

5.6 MapameTpbl Medtronic CareAlert

Tabnuua 22. YBe4OM/IEHUS O K/TMHUYECKUX COCTOSIHUSAX

MapameTp MporpammMmmnpyembie 3Ha4YeHUA Mpwn Mocne
oTrpy3ske cbpoca

O6HapyXeH BbIK* : BK/ Bbikn BbIkn

MOHUTOPUPOBAaHHbI aNn3og,

KT

Tabnvuya 23. YBe4OM/IEHUS O Le/IOCTHOCTU 3/1eKTpoAalycTpoicTBa

MapameTp MporpammupyemMbie 3HaYeHns Mpwn Mocne
oTrpyske cbpoca
Hunskoe Hanp. 6atapen PB3 BkA'A : BbIKa Bkn Bbikn

IMnegaHc anekTpoaa BHe AuanasoHa...

VMimnepaHc anektpoga

BkntoueHwne MX ctumynaumn Bk : BbIKN Bkn BbXn

MX ctumynauna meHee 200"~ :300; 400; 500 I 2001 200 Q

MX ctumynsauyma 6onee 1000: 1500: 2000: 3000 M 3000 M 3000 M
Bbicokui nopor Capture

Management...

Bbicokuii nopor
BknioueHune 3axBata 1K ® Bbnen" : Bk Bbikn Bbikn

®Ecnn 3anporpamMmmupoBaHO Ha «Bki.», yBegoM/ieHne O npegynpexaeHnn nocbiiaetcs, ecnm M)XK Capture
Management pernctpmpyeT BbICOKME NOporu 3 gHA Noapsa,.

5.7 MapameTpbl TecTa CUCTEMDI

Tabnuua 24. NMapameTpbl NPOBEPKN CUCTEMBI
MapameTp 3Ha4deHna gnsa Bbibopa

MapameTpbl NPOBEPKK NOpoOra CTUMYIALUN
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Test Type (Tun TecTta) Amplitude (Amnnutyga); Pulse Width (OnutenbHOCTb

MMMy bCca)
Kamepa X
YMeHbLU. nocne 2; 3 ... 15 umnynbcoB
RV Pace Polarity (MonspHocTb MMX MoHononsapHasa, 6unonsapHas
CTUM.)
Mode (Pexum) * VVI; VOO
Lower Rate (Hux. 6a3. 4acT.) 30; 35 ... 60; 70; 75 ... 150 min™
RV Amplitude (MX-amnnutypna) 0,25; 0,5 ... 5;55; 6; 8V

RV Pulse Width (4nuT, nmnynbsca MX) 0,03; 0,06; 0,1; 0,2 ... 1,5ms
V. Pace Blanking (Cnen. nep. XX ctnum.) 150; 160 ... 320 ms
MapameTpbl TecTa Sensing (CeHCUHT)

Mode (Pexum) * VVI; OVO

Lower Rate (Hnx. 6a3. yacrT.) 30; 35 ... 60; 70; 75 ... 120 min-'
Bbi6vpaemble 419 3TOro napamMeTpa 3HayeHNs 3aBUCAT OT 3anporpaMMmMpoBaHHOIO pexmnmMa CTUMYIALNN.

5.8 MapamMeTpbl 31eKTPOM3NONOTMYECKOr0 UCCNef0BaHNS

MapameTp 3HaveHun Ana Bbl6opa
ViHTepBan 100; 110 ... 600<B> ms
AmMnnnTyAa 1;2;3;4<0>;5;6;8V

OnunT, nmnyneca 0,10;0,20.--0,50'B" ... 1,50ms

Tab6nvua 26. NapameTpbl MHAYKUMK no n 50TOKO/Y PES

MapameTp 3HaueHunsa ana BbiGopa

#S1 1;2 ... 88> ... 15

S1s1 100; 110 ... 600<” ... 2000ms
S1s2 Bbikn; 100; 110 ... 400”™ ... 600 ms
S2S3 Bbikn” ; 100; 110 ... 600 ms

S354 Bbikn” ; 100; 110 ... 600 ms
Amnnntyaa 1;2;3;4<6> ;5;6;8V
AnvTeNnbHOCTL MMNybca 0,10; 0,20 ... 0,50<0> ... 1,50 ms

Tabnuvua 27. O6wme napameTpbl BbLIOSTHAEMOR B py4HOM pexunme ATC

MapameTp 3Ha4veHuns ansa sbibopa
MuHUManbHbI MHTepBan (xenypodkosas ATC) 150: 160 ... 200'B> ... 400 ms
Amplitude (Amnnutyaa) 1:2 ... 68> :8V

Pulse Width (AnnTenbHOCTb MMNYbCA) 010: 0.20...1.50<~ms

Tabnnua 28. NapameTpbl Tepanuu No NPOTOKOlY Ramp B pyYHOM pexuvme
MapameTp 3Ha4deHna gns sbibopa

Kamepa X

MapameTpbl Tepanuu No npotokosay Ramp B M)XK
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Kon-so nmn.
WHTepBan % RR

YMeHbLW./umn.

1;2 ...6"™ ... 15
50; 53; 56; 59; 63; 66 ... 84; 88; 91; 94; 97<$ %
0; 10™ ; 20; 30; 40 ms

Tabnuuya 29. MNapameTpbl Tepanuu No NPOTOKONY Burst B py4yHOM pexuvme

MapameTp
n Pulses (KonnyecTBO nMNyibCOB)

%RR Interval (MHTepBan RR, B %)

3HaueHus Ans Bbli6opa

1;2 ...8™M ... 15
50; 53; 56; 59; 63; 66 ... 84; 88" ; 91; 94; 97 %

Tabnunuya 30. MNapameTpbl Tepanuu rno NPOToKosly Ramp+ B pyyHOM pexuvme

MapameTp
# Pulses (KonnyecTBO MMNY/ibCOB)

R-S1 (%RR) (MHTepBan R-S1 (B % ot
nHTepBana RR))

S1-S2 (%RR) (UHTepBan S1-S2 (B % ot
mHTepBana RR))

S2-SN (% RR) (MHTepBan S2-SN (B % ot
nHTepBasia RR))

5.9 Henporpammunpyemble napameTpbl

Ta6nuya 31. Henporpammumpyembie napameTpbl
MapameTp

Mopor npexaeBpemMeHHOro cobbITUsa Ansa
nogcyeta XX 3C un npobexek XXIC
MapameTpbl o60pya0BaHUSA

Mpenen
3amThl)
BxopgHol nmnegaHc

4aCTOTbl CTUMYNAUNN

(pyHKuMS

EMKOCTb a(hhekTUBHOM CTUMYALUN
PekomeHaoyemoe BpemMsA 3ameHbl (PB3)

Mopor HanpsxeHus 6atapeun

3Ha4yeHnsa ana Bbibopa
1;2;3~ ... 15

50; 53; 56; 59; 63; 66 ... 75”7 ... 84; 88; 91; 94;
97%

50; 53; 56; 59; 63; 66; 69"~ ... 84; 88; 91, 94; 97%

50; 53; 56; 59; 63; 66<$> ... 84; 88; 91; 94; 97%

3HayeHune
95%

200 min '

150 KM MUHUMabHbIN

4uP(£10%)

<263V

Tabnunuya 32. Henporpammupyemble napameTpbl onsa pexuma MPT SureScan

MapameTp

AMNNANTYAA CTUMYALUN

AnvtenbHOCTb nvnynbca

UyBCTBUTE/IbHOCTb
BxoaHoii nmnegaHc

I'Ipe,u,en 4acCTOTbl CTUMYNALNN
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3HauyeHue

3anporpamMmmMmmpoBaHHoOe 3HayeHune amMnAnTygbl
cTuMynauum npu > 5V;

5 V, ecnnm 3anporpaMmmMypoBaHHOE  3Ha4yeHue
aMmnanTyabl ctumynauum < 5V
3anporpaMmMmpoBaHHOe 3HayeHne AINTESIbHOCTH
uMmnynbca npu > 1 ms;

1 ms, ecnm 3anporpaMMMpOBaHHOE  3Ha4YeHue

ANVTEeNbHOCTN MNyNbca < 1ms
3anporpamMmmMmmMpoBaHHOe 3HauYeHue

150 kI
200 min'*



Emkocts addexTnsrol cTHMYNAIHR

4 uF (£10%)

Crnenoit nepuoxn

Pexaam OVO

3anporpaMMHpoBaHHOE 3HAYCHHE CIACNOTO NEPHOAA

Pexnm VOO

—
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Hannviii nepesod ¢ an2aUiCKO20 A3pIKA KA PYCCKUL RIVIK BBINOAHEN MKOK, nepesoduuxom TAMOHOBOR
EBIEHHEHN CEPTEEBHOH, udenmuusocmy nepesoda nodmeepxciaio

Pocculicxan Dedepauun

Topod Mocksa.

Headsams namozo dexalbpr Ose MuCAYY OESAMHAONAMOZ0 2004,

A, Kpwnoea fOaus 48, HOMAPKYC 20p00a MOCKeM, CEUOEMERLCMEYIO NODRUHROCTL NOONUCH,

nepesoovuxa IAMOHOBON EBIEHHH CEPIEEBHBI, nodnucey cOesana 8 MOEM NpUCymemeuuy.
JIuunocms nodnucasuezo Ooxysmenm YCmaHogReHA.
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Poccuiickan degepauysi MopeaMopP!
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KOMUW

Medtronic

Further,Together

Medtronic Inc.

710 Medtronic Parkway
Minneapolis, MN 55432
USA

1. Name of medical Pacemaker implantable single-chamber Astra XT SR MRI SureScan, model X2SR01

product

2.1. Prescription of a Medical device is a multiprogrammable cardiac device, which monitors and regulates the patient's heart rate, by
medical product performing a one-chamber rate-responsive adaptive stimulation with bradycardia.

2.2 Description of Feature summary

the principles Pacing features

underlying the work Auto-adjusting sensitivity - This feature automatically adjusts the sensitivity thresholds after specific paced events
of the medical and sensed events occur.
products and their Automatic polarity configuration - This device uses lead impedance measurements to automatically configure
features pacing and sensing polarities during Implant Detection.
Conducted AF Response - This feature regularizes the ventricular rhythm during conducted AT/AF by modifying
the pacing rate on a beat-by-beat basis to closely match the patient’s average ventricular response.
MRI SureScan - This feature allows patients with an implanted MR1 SureScan system, including the device and lead,
to have a safe MR procedure if the requirements provided in the MR technical manual are followed.

CINDI A. BIGELBACH
Notary Public
State of Minnesota
My Commission Expires
January 31,2022
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Rate Profile Optimization — The goal of Rate Profile Optimization is to ensure that the rate response remains
appropriate for the full range of patient activities. This feature monitors the patient’s daily and monthly sensor rate
profiles and adjusts the rate response curves over time to achieve a prescribed target rate profile.

Rate-responsive pacing — This feature varies the pacing rate in response to the patient’s physical motion as detected
by the activity sensor of the device.

RV Capture Management — This feature monitors the right ventricular pacing threshold with daily pacing threshold
searches and, if programmed to do so, adjusts the RV pacing amplitude toward a target amplitude.

Sleep feature — This feature causes the device to pace at a slower rate during a programmed sleep period.
Ventricular Rate Stabilization (VRS) — This feature adjusts the pacing rate dynamically to eliminate the long pause
that typically follows a premature ventricular contraction (PVC).

Monitoring and follow-up features

Cardiac Compass Trends — This feature provides a Cardiac Compass Trends report that shows an overview of the
patient’s condition, with graphs that display long-term trends in heart rhythm over the last 14 months. The report also
includes the OptiVol 2.0 fluid trend data.

Medtronic CareAlert Monitoring — If the device identifies any programmed or automatic CareAlert conditions, this
feature sends a wireless alert signal to the patient monitor (if available). The patient monitor then transmits the
CareAlert Event data to the Medtronic CareLink Network. If configured to do so, the Medtronic CareLink Network
then sends an alert notification to the clinic.

Episode data and EGM storage — The system provides an arrhythmia episode log that enables you to view the
summary and detailed diagnostic data quickly, including stored EGM, for the selected arrhythmia episode.
Flashback memory — This diagnostic feature records intervals that occur immediately prior to tachyarrhythmia
episodes or the most recent interrogation and plots the interval data over time.

Heart Failure Management Report — This report provides an overview of the patient’s condition over the short and
long term, with a focus on heart failure management. The report includes graphs that show OptiVol 2.0 fluid trends
and trends related to heart failure over the last 14 months.

Holter telemetry — This function allows the implanted device to transmit an EGM with marker telemetry continuously
for up to 46 hours, regardless of the use of the programming head.

Implant Detection — Implant Detection is a 30 min period, beginning when the device is placed in the surgical pocket.
During this period, the device verifies lead connection by measuring lead impedance. When the Implant Detection
period is completed, various automatic features and diagnostics are activated.

Lead Monitor — This feature measures lead impedances during the life of the implanted device and controls automatic
configuration of lead polarities at implant. If Lead Monitor is programmed to Adaptive, the device automatically
switches bipolar pacing and sensing to unipolar pacing and sensing if the integrity of a bipolar lead is compromised.
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OptiVol 2.0 fluid trends - This feature provides the capability to monitor the following trends:

® The Thoracic Impedance trend plots thoracic impedance for up to 14 months.

o The OptiVol 2.0 Fluid Index trend plots the accumulated differences between the Daily Impedance and Reference
Impedance values. Possible fluid accumulation in the patient’s thoracic cavity exists when the OptiVol 2.0 Fluid Index
exceeds the OptiVol Threshold.

Rate Histograms report — This report shows heart rate range distributions for the patient.

Data security

Medtronic has designed safeguards to protect patient information and device data for the Astra XT SR MRI SureScan
Model X2SR01 device.

Bluetooth communication system — The device shows its availability through Bluetooth communication. Critical
data accepted or sent through the Bluetooth communication from the device is encrypted by the device before it is sent
over the Bluetooth channel. The device responds only to authorized commands.

Inductive telemetry communication system — The Medtronic inductive telemetry communication system is used
with the clinician programmer to interrogate and program the device. It can also be used to interrogate the device for
remote monitoring, if available. This system uses short-range communication that protects patient information and
device data.

Pacing mode information

Pacemaker modes are described using the NBG code. The five-letter NBG code, named after The North American
Society of Pacing and Electrophysiology (NASPE) and the British Pacing and Electrophysiology Group (BPEG),
describes the operation of implantable pulse generators. The NBG code, which supersedes the ICHD Code, is described
in Table 1.
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Position: 1 I 1] v \%

Category:  Chamber(s) Chamber(s) Response to Rate Modula- Multisite Pac-
Paced Sensed Sensing tion ingh
O = None O = None 0 = None O = None 0= No_ne
A= Atrium A= Atrium T =Triggered R =Rate mod- A= Atrium
V = Ventricle V = Ventricle 1 = Inhibited ulation V = Ventricle
D = Dual D = Dual D = Dual D = Dual
A+V) (A+V) (T+1) A+V)

Manufacturers’ S = Single” S = Single's
designation (A orV) (AorV)
only:

®Medtronic devices do not use the Multisite Pacing code.
~The programmer displays A or V (not S) for chambers paced and sensed.
In medical and preventive treatment facility.

3. Conditions for use

The pacemaker should be used only by or under the supervision of physicians trained.

4. Composition and
list of parts and

accessones - torque wrench

Implantable pacemaker single-chamber Astra XT SR MRI SureScan, model X2SR01 consisting of:
- implantable pacemaker single-chamber Astra XT SR MRI SureScan, model X2SR01;

-Product documentation includes - Device manual; Limited Warranty; Medical procedures and EMI Warnings and
Precautions manual; MRI Technical manual ; Explanation of the symbols IPG and CRT-P devices; Stickers;
Registration card; Medtronic Web Card; CD-ROM.

* Appendix to the Device Manual isn’t included in package content, provided to customer separately on the territory
of Russian Federation, SWO030 Programmer software guide and Reference Manual isn’t included in package content,
visit http://manuals.medtronic.com/

5. Technical details “acemaker implantable single-chamber Astra XT SR MRI SureScan, model X2SRQ1:

of medical product Volume* 12.25 chA
Mass 225
Hx W x D¥ 42.6 mm x 50.8 mm x 7.4 mm
Radiopaque ID? RNA
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Medtronic identifier

33.48 cm?
Titanium, polyurethane, silicone rubber
Lithium-hybrid CFx silver vanadium oxide

Surface area of titanium device can

Materials in contact with human tissue
Battery

* Volume with connector holes unplugged.
® Grommets may protrude slightly beyond the can surface.
¢ The radiopaque ID, which includes a Medtronic-identifier symbol, can be viewed in a fluoroscopic image of the
device.
4 These materials have been successfully tested for the ability to avoid biological incompatibility. The device does
not produce an injurious temperature in the surrounding tissue during normal operation.

d

Case

Connector

Height Width . : Volume
(mm) (mm) tha:!llcrr;lc;ss 'l‘h(lrcr:lk;fss Mass (g) (cm’)
Single Chamber
Mode 42.6 50.8 7.4 9.9 22.5 12.25
Tolerance +/-10% +/-10% +/-10% +/-10% +/-10% +/-10%

Radiopaq ID drawing and location:
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o

The torque is limited to 12 to17 in-oz. during first clockwise revolution; it will click when torque value in this range
is achieved

Mass: 8g+0,5g

*Tolerances of dimensions are + 5%, unless otherwise specified

Software

Model of SW - SW030
Version — 8.0 and upper
Safety Class - C

6. The possibility
and ways of

integrating with
other medical
products

The main components of the system are the IPG, SureScan lead(s), and physician programmer. The patient monitor
(available with Astra and Azure models) or wireless monitoring systems (available with Azure models only) are
optional system components allowing patients to communicate IPG data through the CareLink Network to clinicians
for review (Figure 1). The Patient Assistant is also an optional part used for marking symptoms. This clinical evaluation
report (CER) covers the IPG component and the programmer application software, the remaining system components
are covered by separate CERs. Astra and Azure devices sense electrical activity of the patient’s heart using electrodes
in the implanted leads and then analyze heart rhythms based on selectable therapy parameters and provide therapy as
appropriate. These devices also provide diagnostic and monitoring information for physician-directed patient care and
system evaluation. These devices are Magnetic Resonance (MR) conditional and allow Magnetic Resonance Imaging
(MRI) under certain conditions.
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Figure 1: Astra and Azure System Architecture
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Only the physician programmer, using inductive telemetry communication system is capable of programming the
Astra and Azure IPGs.Patients may use the optional Medtronic patient monitor to gather information from their
implanted devices and to send information to their physicians through the Medtronic CareLink Network
(patientinitiated transmissions). The alternative, optional, wireless Bluetooth Low Energy (BTLE) mobile application
(not subject to medical device regulation) and BTLE enabled Medtronic patient monitor (available for Azure models
only) allow device initiated (CareAlerts) and remote scheduled transmissions without patient initiation. The IPG will
only respond to a restricted set of commands, such as interrogation commands. These commands do not allow therapy
parameters to be modified. Data sent from the implanted device through the wireless communication system will be
encrypted in the IPG and will pass through the mobile app to the CareLink server where it is decrypted. The
transmissions between the IPG and CareLink server are encrypted end-to-end.

Description of Accessories and product connected to other devices
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The Astra and Azure MRI Systems may be comprised of the following components:
e CareLink Programmer Model 2090
e CareLink Encore Programmer Model 29901
o Conexus Activator Model 27901
e MyCareLink Monitor Model 24952
e MyCarelink Smart, Model 25000 (Astra only)
e 2020B CareLink Express Monitor
¢ MyCareLink Heart Model 31302 and Model 31301 (Azure only)
¢ Commercially available MRI SureScan Right Atrial Pacing Leads'
o Commercially available MRI SureScan Left Ventricular Pacing Leads’
¢ Model 6725 atrial pin plug (for device port if no right atrial pacing lead is connected)

e The same commercially available implant support instruments and accessories used with the predecessor
Advisa DR device systems.

Commercially Available Accessories
The Azure/Astra system will be compatible with the following commercially available system components:
¢ Model 2290 pacing system analyzer
s Model 9466 Patient Magnet
¢ Model DR220 Holter Monitor
e Modet PA96000 Patient Assistant

! The connector ports are designed according to the 1S-1 standard ISO 5841-3 or the 1S4 / DF4 standard [SO 27186. These ports are compatible with the lead configurations 2s
specified in the product labeling.
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Lead Model Brand Name

5086 MRI CapSureFix MRI SureScan Pace/Sense Lead

5076 CapSureFix Novus MRI SureScan Pace/Sense Lead
4076 CapSureFix Novus MRI SureScan Lead

4074/4574 CapSure Sense MRI SureScan Lead

3830 SelectSecure Model Pacing Lead

5554 CapSure Z Novus Model 5554 pacing lead

5054 CapSure Z Novus Model 5054 pacing lead

7. EMC Information Electromagnetic emission

Medical device are intended for use in lhe electromagnetic environment defined below. Buyer or user
medical device shouk ensure its use in the specified environment.

Electromagnetic emission  Conformity Electromagnetic environment - instructions
test
Radio interference Group 1 Medical device should emit electromagnetic energy to perform
according to CISPR 11 the main function.
Radio interference to Class B Medical device are suitable for use in all locations.
CISPR 11

Harmonic components of Do not use
the consumed current in

accordance  with |EC

61000-3-2
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Voltage fluctuations and Do not use
flicker according to IEC
61000-3-3
Noise immunity
Immunity test The test level of Level of Electromagnetic environment -
IEC 60601 compliance instructions
Electrostatic  Discharge 6 kV - contact + 6 kV - contact  The floors of the room must be made

(ESD) in accordance with discharge discharge of wood, concrete or ceramic tiles. If
IEC 61000-4-2 the floors are covered with synthetic
+ 8 kV -air * 8 kV -air material, then the relative humidity of
discharge discharge the air should be at least 30%
Magnetic field of 3 A/m 0,3 A/m The magnetic fields of the industrial
industrial frequency frequency must be measured at the
according to IEC 61000- designated installation site to ensure
4-8 that the field strength is suffieiently
low
Immunity test The test level of The actual level Level ofcompliance
IEC 60601 ofnoise immunity
Conductive noise 3 V (rms) in the 1.7V (rmsvalue) 1V (rms value)
induced by radio- band from 150
frequency kHz to 80 MHz
electromagnetic fields in outside the

frequencies
allocated for the
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accordance with IEC
61000-4-6
The emitted radio-
frequency
electromagnetic field

according to IEC 61000-
4-3

The test
immunity

for Noise

Electrostatic Discharge
(ESR) according to IEC
61000-4-2

A magnetic field
Industrial Frequency
(50/60 Hz) IEC 61000-4-
8

Radio frequency
Electromagnetic field
IEC 61000-4-3
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LPM of
devices

HF

10 V (RMS) in
the band from 150
kHz to 80 MHz at
the  frequencies
allocated for the
LPM of high-
frequency devices

2.3 V (rms value)

13 V/m

Noise immunity

Test Level Level Conformity
according to IEC

60601

+ 6 kV - contact * 6 kV - contact
discharge discharge

+ 8 kV - air + 8 kV - air
discharge discharge

3 A/m 3 A/m

3V/m 3V/m

In the band from

80 MHz to 2.5

GHz

1V (rms value)

10V/m

Electromagnetic  environment

instructions

The floors of the room must be made
of wood, concrete or ceramic tiles. If
the floors are covered with synthetic
material, then the relative humidity of
the air should be at least 30%.

The levels ofthe magnetic field of the
industrial frequency must correspond
to the typical conditions of a
commercial or hospital environment.
However, the readings of the weights
built into the bed do not have a
critical value for the operation of a
medical device:

D = 1,2Vp in the band from 26 to 800
MHz

D = 2.3VP in the band from 800 MHz
to 2.5 GHz,



Where P is the nominal maximum
output transmitter power in Watts
(W) set by the manufacturer, and d -
Recommended spatial clearance in
meters (m). The field strength in the
propagation of radio waves from
stationary radio transmitters from the
results of observations of the
electromagnetic situation should be
lower than the level of compliance in
each frequency band.

Interference may occur near
equipment marked with a sign.

()

This device may not cause harmful
interference, and this to accept any
interference  received, including
interference that may cause undesired
operation of the device. This device
must not cause harmful interference
to radio stations operating in the
400.150-406.000 MHz band and used
for meteorological purposes, for
meteorological satellites and systems
of Earth exploration satellites. This
device must accept any interference
received, including interference that
may cause undesired operation.
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NOTE 1Higher frequency bands are applied at 80 MHz and 800 MHz.

NOTE 2: This manual is not applicable in all situations. The propagation of electromagnetic waves is
affected by absorption and reflection from structures, objects and people.

8. Materials used for Implantable pacemaker
production of Titanium grade 1, Silicone rubber. Polyurethane

medical device Torque wrench
Polyetherimide, Corrosion resistant steel

Pacemaker implantable single-chamber Astra XT SR MRI SureScan, model X2SR01 consisting of:

Nacemaker implantable single-chamber Astra XT SR MRI SureScan, model X2SR01
A A4, 't 4 " [ [

9. Design and
appearance, photo or
image

Torque wrench
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Product documentation
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10. I[nformation on
labelling, packaging

Sterile barrier systems constructed of uncoated PETG (Glidex) trays, sealed to Oliver 18B coated Tyvek® 1073B
porous Jid stock and sterilized with ethylene oxide gas. This sterile barrier material configuration is common to many
CRDM device models across different product families. Much of the testing that supports the use of packaging
materials and sterile package assemblies is specific to the packaging materials and assemblies, not specific products.
Product specific evidence for sterilization qualification, package performance qualification, labeling, and product
specific requirements can be found in the DHF for each individual product.

CRDM Sterile Barrier systems constructed of uncoated PETG trays, sealed to Oliver 18B coated Tyvek® 1073B
porous lid stock and sterilized with ethylene oxide gas include the IPG/ICD/CRT Device Package and the Dual Entry
Leads Package. Images of these packages follow:
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Package dimensions:
1.Sterile package lid (in inches)
Inner package lid:
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Outer package lid:
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Sterile Package dimensions:

Outer package Drawing with Dimensions:
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*Tolerances of dimensions for each package are + 5%, unless otherwise specified

Labeling of medical devices packages:

Pacemaker implantable single-chamber Astra XT SR MRI SureScan, model X2SR01 (shelf box and single package
labels)

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU




& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU




M970311A001 B - M987982A001 A

Mecttronic
X2SRO1

Medtronic
X2SRO1

Medtronic
X2SR01

Medtronic
X7SR0O1

Medtronic
X2SRO1

Medtronic
X2SR0O1

Medtronic
X2SR0O1

Medtronic
X2SRO1

Medtronic
X2SR01

Medtronic
X2SR0O1

Medtronic
X2SR01

Medtronic
X2SRO1

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

'nT

T

ran'

(K"

il

I\

™

I\

14

Artra"" XT SR MRI SureScan’”
["WWWOOO000O0OW

AstraXT SRMRI SureScan"
["WWWOOOO0O0OW

Astra" XT SRMRI SureScan"
[snlWWWOOO000W

Astra" XT SR MRI SureScan"
rim WwWwooOO0O0OW

Astra" XT SR MRI SureScan"
[SNJWWWOOOOOOW

Astra" XT SR MRI SureScan"
WWWOO0O0O0O0OW

Astra" XTSR MRI SureScan"
[SNIWWWOOO0O00OW

Astra" XTSR MRI SureScan"
WWWOOOO0O0OW

Astra" XT SR MRI SureScan"
fSHIWWWOOOOOOW

Astra" XTSR MRI SureScan"
[SNTWWWOOO000W

Astra" XTSR MRI SureScan”
[SINWWWOOOOOOW

Astra” XTSR MRI SureScan"
[sn]WWWOOO0O0O0OW

M edtronic
Astra™XTSRMRISureScan™ X2SR01

Impl*nutien
«Utr

) M O

SureScan
Nef] X2SRO1

W] wwwoooooow

Astra'- XT SR MRI SureScan”* X2SR01
dpnalion I mniliHIHEM
| SN | WwWwWOO0000W

M edtronic ,D'
Astra'-XT SR MRI SureScan™ X2SR01

meKMNENOTA
snJ wwwoooooow



Medtronic VVIR 1x(jn
Astra' XT SR MRI SureScan™ X2SR01

|REF|X2SR0O1
SN WWWOOOO0OOW
riTiTiHUtgijt]

(0i1)00000000000000(17)000000(2i)WwwWw0O00000W M370311A001 B - M967982A001A

Medtronic VVIR 1x (1A
Astra™' XT SR MRI SureScan'" X2SR01

@ X2SRO1
SureScan rsNI WWWOOOOOOW

M970311A001 B - M967982A001 A PIN: WOOOWWWOOW

Sticker for final package will be added locally in Russia after approval with information below (information
can be changed in accordance with Russian legislation):

Product name (in Russian)

Manufacturer (name) UPN (unique product
number)
C Country of origin CFN n (customer facing
number)
See IFU
RC # date of issue
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The below list of symbols applies to various products. Refer to the product package labels to see which symbols apply
to this product.
(((0))) Troducts aud Synteems incorporating radie frequency
f

um:Mui‘rﬁ-m'
eleciremaguetic snvrgy for diaguonis or treatment shall
be mavked in the form of & sign of non-iomining cadistion

This coafloamity samk is placod on the products for whach
@ the mandatory cortific Mion procodme was ¢ uried sur

Packing materials:
Package part Material
Trays PETG
Lids Tyvek® 1073B
Label on primary package Inkjet paper
Print ink blue Blue ink
Print ink black Black ink

11. Methods and | Sterilized by EO. The Azure and Astra Implantable Pulse Generator (IPG) product family is qualified for 1X — 5X
conditions of | sterilization in the 30-minute 100% EO sterilization process.

sterilization  time
maintaining sterility
(for sterile medical
devices produced)
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12. Requirements for
the protection of the
environment in the
application of
medical products

Follow local regulations for proper disposal of this product. Do not dispose of this product in the unsorted municipal
waste stream. This product contains materials that can harm the environment. See http://recycling. medtronic.com for
instructions on proper disposal of this product.

Consider the following information related to device explant and disposal:

e To prevent the device from delivering unwanted shocks, interrogate the device and disable tachyarrhythmia detection
before explanting, cleaning, or shipping the device.

e Explant the implantable device postmortem. In some countries, explanting battery-operated implantable devices is
mandatory because of environmental concerns; check the local regulations. In addition, the device may explode if
subjected to incineration or cremation temperatures.

e Medtronic implantable devices are intended for single use only. Do not resterilize and reimplant explanted devices.
e Contact Medtronic for Return Mailer Kits to return explanted devices for analysis and disposal. See the back cover
for addresses.

Note: Disposal of explanted devices or leads is subject to local, state, and federal regulations.

Waste class — B (in accordance with Russian classification) after contact with the body, class A — for waste not on
contact with the body.

13. Information
about manufacturer
of medical product
(name, location
address, mailing
address, phone
number, address of
place of production)

Organizational and legal form and full name of the legal entity:
Medtronic Inc., USA

Address (location) of the legal entity:

710 Medtronic Parkway N. E. Minneapolis, MN 55432, USA
Phone numbers:

Tel.: +1 763 514 4000;

Fax: +1 763 514 4879,

The e-mail address of the legal entity (if available):
http://www.medtronic.conv/contact-us/index.htm

Places of manufacture of medical device:

1.Medtronic Europe Sarl,

Route Du Molliau 31, Case Postale, 1131 Tolochenaz, SWITZERLAND
2. Medtronic Puerto Rico Operations Co., Juncos Road 31, Km. 24, Hm 4, Ceiba Norte Industrial Park, Juncos PR
00777 USA
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14. Classification of
medical product:
class

Hazard class, depending on the possible risk associated with the use of the medical device - CLASS 3 /Il
Class of electrical safety, safety when working with lasers and other types of hazardous factors (if any)

The software security class: C (according to [EC 62304)

Type of contact with the body - permanent contact with soft tissues and interstitial fluids.

Type of working part: similar to CF;

Sterility: sterile.

Classification, depending on the possible consequences of failure during the use of the product: A

Class of medical waste: class B - after contact with the body, class A — for waste not on contact with the body.

15. Type of contact

Permanent contact with soft tissues and interstitial fluids

with the body

16. Methods and | Not applicable.

apparatus for | Medical device is single use only.
disinfection and

sterilization cleaning

17. Shelf life period

Shelf life -18 months

18.
conditions:

Operating

Used in medical and preventive treatment facility.

Should be used only by or under the supervision of physicians trained.

internal body environment 32°C-42°C, humidity 80-100%

Basic rate, test pulse rate, pulse duration, and pulse amplitude remain within expected tolerances when the device
temperature is between 22°C and 45°C. Sensitivity at nominal conditions as measured at 37°C can vary as much as
+1% per °C from 22°C to 45°C.

19. Conditions of

Carefully observe these guidelines when handling or storing the device. There is no other storage requirements outside

transportation  and | of temperature of our IPGs:

storage Store and transport the package between —18 °C and +55 °C.

20. Assembly and | Not applicable

installation

requirements

21. Warranty Guaranteed shelf life-18 months. Please see Limited Warranty for information.
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22. The list of
international
regulatory
documents/standards
., which matches
medical product

REFERENCED STANDARDS &
REVISIONS
EN 556-1

ISO 15223-1

EN 1041

ISO 5841-3

EN ISO 10993-1

EN ISO 10993-7

ISO 11135

ISO 11607-1
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STANDARD TITLE

Sterilization of medical devices -
Requirements for medical devices to
be labeled “Sterile”- Part 1

Requirements for terminally
sterilized medical devices
Medical devices — Symbols to be

used with medical device labels,
labeling, and information to be
supplied — Part 1. General
requirements Second Edition
Information  supplied by the
manufacturer with medical devices
Implants for surgery - Cardiac
pacemakers - Part 3: Low-profile
connectors (IS-1) for implantable
pacemakers

Biological Evaluation of Medical
Devices - Part 1. Evaluation and
Testing

Biological evaluation of medical
devices - Part 7: Ethylene Oxide
sterilization residuals

Sterilization of medical devices -
Validation and routine control of
Ethylene Oxide sterilization
Packaging for terminally sterilized
medical devices - Part 1
Requirements for materials, sterile
barrier systems and packaging
systems (ISO 11607-1:2006)

COMPLIANCE LEVEL

Full Compliance

Full Compliance

Full Compliance

Full Compliance

Full Compliance

Full Compliance

Full Compliance

Full Compliance



C

ISO 11607-2

Packaging for terminally sterilized
medical devices — Part 2: Validation
requirements for forming, sealing
and assembly processes

Full Compliance

EN ISO 14971

Medical devices - Application of risk
management to medical devices

Full Compliance

EN 45502-1

Active implantable medical devices -
Part 1: General requirements for
safety, marking and information to be
provided by the manufacturer

Full Compliance

EN 45502-2-1

Active implantable medical devices -
Part 2-1: Particular requirements for
active implantable medical devices
intended to treat bradyarrhythmia

Full Compliance

EN 60601-1

General requirements for safety of
Medical Electrical devices

Full Compliance (only clause 14 is
applicable)

EN 60601-1-6

Medical electrical equipment — Part
1-6: General requirements for basic
safety and essential performance —
Collateral Standard: Usability

Full Compliance

EN 62304

Medical device software. Software
life-cycle processes

Full Compliance

EN 62366

Medical devices - Application of
usability engineering to medical
devices

Full Compliance

23.
Service

Customer

Service

Medtronic employs highly trained representatives and engineers located throughout the world to serve you and, upon
request, to provide training to qualified hospital personnel in the use of Medtronic products. Medtronic also maintains
a professional staff to provide technical consultation to product users. For more information, contact your local
Medtronic representative, or call or write Medtronic at the appropriate telephone number or address listed below.

Medtronic Inc., USA
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Information for patients:

Toll-free +1 800 551 5544

(7 am.— 6 p.m., Monday-Friday, central time)
Fax +1 763 514 1855

Representative company of Medtronic in Moscow
Medtronic LLC,

Russia, 123317 Moscow,

Presnenskaya Naberezhnaya, 10

Tel.: +7 495 580 7377 +7 495 580 7377 FREE
Fax: +7 495 580 7378

E-mail: info.russia@medtronic.ru

[nternet: www.medtronic.eu, www.medtronic.ru
To find the addresses of offices worldwide Medtronic, please go to the following link:
http://www.medtronic.com
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Appendix #1 to the Technical information
Device parameters

Pacemaker Implantable single chamber Astra XT SR MRI SureScan X2SR01
5.1 Emergency settings

Table 11. Emergency W | settings

Parameter Selectable values
Pacing Mode VVI

Lower Rate 70 min"*

RV Amplitude™ 6V

RV Pulse Width" 1.5 ms

RV Pace Polarity Unipolar

V. Blank Post VP 240 ms

Rate Hysteresis Off

V. Rate Stabilization Off

MRI SureScan Off

®fthe programmed RV Amplitude is 8 V, VVI pacing is delivered at 8 V with a pulse width of 1.2 ms.

5.2 Magnet application

When a magnet is placed near the device, the pacing mode changes from the programmed mode to VOO,
and the pacing rate changes to 100 min"~ for 5 beats and then changes to 85 min'* (2 min"*) or 65 min"*
(2 min"*), as described at the end of this section. Placing a magnet near the device suspends
tachyarrhythmia detection. When the magnet is removed, the device returns to its programmed operation.
The pacing rate will be 85 min"* (700 ms) if the device conditions are normal and it will be 65 min'*
(920 ms) if a Recommended Replacement Time (RRT) indicator or a device reset has occurred.

Note: Magnet operation does not occur if telemetry between the device and programmer is established or
ifthe MRI SureScan mode is programmed to On.

5.3 Tachyarrhythmia detection parameters

Parameter Programmable values Shipped Reset
VT Monitor Monitor? : Off Monitor Off

VT Monitor Interval (Rate)" 280; 290 ... 360> ... 500 ms 360 ms 360 ms
RV Sensitivity*’ " 0.45; 0.60 mV (x50%); 0.90 mV 2.80 mV
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0.90; 1.20; 2.00; 2.80; 4.00; 5.60;
8.00; 11.30 mV (+30%)

Bipolar: 0.90" mV
Lfnipolar: 2.80'r mV

®The measured intervals are truncated to a 10 ms multiple (for example, 57 ms becomes 450 ms). The
device uses this truncated interval value when applying the programmed criteria and calculating interval

averages.

N This setting applies to all sensing in this chamber for both tachyarrhythmia detection and bradycardia

pacing operations.

® The device complies with the requirements of ISO 14708-2 when the sensitivity threshold is

programmed to 2.0 mV or higher.

5.4 Pacing parameters

Table 13. Modes, rates, and interva s

Parameter
Mode
Lower Rate®

The corresponding Lower Rate interval can be calculated as follows:

60,000/Lower Rate.

Parameter
RV Amplitude

RV Pulse Width

RV Sensitivity”

RV Pace Polarity

RV Sense Polarity
RV Lead Monitor
Min Limit

Max Limit
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Programmable values Shipped

WIR<6> :W |: VOO: OVO VVI

30; 35 ... 60<e> ; 70; 75 ...
"(£2 min-")

150 min-
ms)

Programmable values Shipped
0.5; 0.75 ... 1.25 V (+0.125 V / - 35V
33%) 1.50 ... 3.5*" ... 5;5.5;6; 8
V (+15%/-33%)“
0.03; 0.06 ms (+10 ps); 0.4 ms
0.1; 0.2; 0.3; 0.4~ ... 1.5 ms (25
us)

0.90 mV

0.45; 0.60 mV (+50%); 0.907
l. 20; 2.00; 2.80; 4.00; 5.60; 8.00;
1. 30mV (£30%)

Unipolar: 2.80" mV
Bipolar: 0.90"* mV

Bipolar; Unipolar Configure*»
Bipolar; Unipolar Configure”
Monitor Only; Adaptive Monitor Only
200 ;300; 400; 500 I 2000

30000

1000; 1500; 2000; 3000'$' N

Reset
VVI

60 min-' (1000 65 min

(923 ms)

Lower Rate interval (ms) -

Reset
6V

1.5 ms

2.80 mV

Unipolar
Unipolar
Monitor Only
2000

30000



®When RV Amplitude is 8 V, RV Pulse Width must be less than 1.3 ms.

~This setting applies to all sensing in this chamber for both tachyarrhythmia detection and bradycardia
pacing operations.

~ “Configure” is displayed when the device is automatically configuring the lead polarity at implant. It is
not a selectable value.

Table 15, RV Capture Management parameters

Parameter Programmable values Shipped Reset
RV Capture Management Adaptive*” ; Monitor; Off Adaptive Off

RV Amplitude Safety Margin 1.5x; 2.0x<” :2.5x:3.0x 2.0X 2.0X

RV Minimum Adapted Amplitude | o; 1.5:2.0'¢> :2.5:3.0:3.5 V 2V 2V

RV Acute Phase Remaining Off; 30; 60; 90; 120°8>; 150 days 120 days 120 days

Table 16. Blanking periods

Parameter Programmable values Shipped Reset

V. Blank Post VP 150; 160 ... 200'B> ... 320 ms (+5; 200 MSs 240 ms
-30 ms)

V. Blank Post VS 120<>: 130 ... 170: 200; 220: 250; 120 Ms 120 MS

280; 300; 320 ms (+2; -30 ms)

Table 17. Rate Response Pacing parameters

Parameter Programmable values Shipped Reset

Upper Sensor Rate 80; 85 ... 130'8> ... 175 min"™" (%2 130 min'™* 120 min'"
min’”)

ADL Rate 60; 65 ... 95<~ ... 170 min-' (2 95 min™ 95 min™
min~*)

Rate Profile Optimization - Off On Off

ADL Response 1:2: 3'A:4:5 3 3

Exertion Response 1:2:3'~ :4:5 3 3

Activity Threshold Low; Medium Low"~ ; Medium Medium Low Medium Low
High; High

Activity Acceleration 15; 30*" :60s 30s 30s

Activity Deceleration Exercise”™ :2.5: 5: 10 min Exercise 5 min

ADL Setpoint 5,6 ...40; 42 ... 80 18 18

UR Setpoint 15; 16 ... 40;42 ... 80; 85... 180 40 40

Table 18. Conducted AF Response parameters
Parameter Programmable values Shipped Reset
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Conducted AF Response On; o {a>
Response Level Low; Medium'~ ; High
Maximum Rate 80; 85 ... 110~ ... 130 min-'

Table 19, Ventricular Rate Stabilization parameters

Parameter Programmable values
V. Rate Stabilization On: O ff~
Maximum Rate 80; 85 ... 100~ ...120 min"

Interval Increment 100; 110 ... 150" ... 400ms

Table 20. Sleep parameters

Parameter Programmable values

Sleep On; O f#

Sleep Rate 30; 35 ... 50"~ ;55; 60; 70; 75 ...
100 min'™*

Bed Time 00:00; 00:10 ... 22:00*~ ... 23:50

Wake Time 00:00; 00:10 ... 07:00™ ... 23:50

A Table 21. MRI SureScan parameters

Parameter Programmable values

MRI SureScan On; Off
MRI Pacing Mode VOO; OVO
MRI Pacing Rate 60; 70; 75; 80... 120 min™

Parameter Programmable values

Rate Hysteresis O f# :;30; 40 ... 80 min"

5.5 Data collection parameters

Parameter
EGM 1 Source

Programmable values

Can to RVring; RVtip to RVang*»
; RVtip to Can
+1; +2; +4; +8'B>
mV

Can to RVring; RVtip to RVring;

RVtip to Can”

EGM 1 Range ; £12; +16; £32

EGM 2 Source
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Off
Medium

110 min'™*

Shipped
Off

100 mMin'™*
150 ms

Shipped
Off
50 min"*

22:00
07:00

Shipped
Off

Shipped
Off

Shipped

RVtip to
RVring

+8 mV

RVtip to Can

Off
Medium

110 min'™*

Reset
Off

120 min"™*
150 ms

Reset
Off
50 min'*

22:00
07:00

Reset
Off

Reset
Off

Reset

RVtip to
RVring

+8 mV

RVtip to Can



EGM 2 Range

EGM 3 Source

EGM 3 Range

Monitored

Pre-arrhythmia EGM

OptiVol Threshold®

Device Date/Time*’
Holter Telemetry

+1; £2; +4; x8'B> ; £12; +16; +32
mV

RVtip to RVring; Can to RVring”®
; RVTip to Can

+1; £2; +4; xs<B ; x12; +16; £32
mV

EGMI and EGM2” ; EGMI and
EGM3;EGM2 and EGM3

Off* ; On - 1 month; On - 3
months; On Continuous

30; 40; 50; 60'B*“...160; 170; 180

o -days
(select Time Zone)
Off™ ;0.5; 1 2; 4; s; 16; 24; 36;

46 hr

+8 mV

Can
RVring

+8 mV

EGMI
EGM2

Off
60 o -days

Off

to

and

+8 mV

Can to

RVring
+8 mV

EGMI
EGM2

Off

and

60 O-days

Off

Decreasing the OptiVol Threshold will make the device more sensitive to changes in the patient’ s
thoracic fluid status. Increasing the OptiVol Threshold could delay or prevent device observation of

significant changes in the patient’ s

thoracic fluid status.

The times and dates stored in episode records and other data are determined by the Device Date/Time

clock.
5.6 System test parameters

Table 24. System test parameters
Parameter

Pacing Threshold Test parameters
Test Type

Chamber

Decrement after

RV Pace Polarity

Mode®

Lower Rate

RV Amplitude

RV Pulse Width

V. Pace Blanking
Sensing Test parameters
Mode®

Lower Rate
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Selectable values

Amplitude; Pulse Width
RV

2; 3 ...
Unipolar; Bipolar
VVI; VOO

15 pulses

30; 35 ... 60; 70; 75 ... 150 min-'

0.25; 05 ... 5;55;6:8V

0.03; 0.06; 0.1; 0.2 ... 1.5 ms
150; 160 ... 320 ms

VVI; OVO

30; 35 ... 60; 70; 75 ... 120 min'"



®The selectable values for this parameter depend on the programmed pacing mode.
5.7 EP study parameters

Table 25. Fixed Burst induction parameters

Parameter Selectable values

Interval 100; 110 ... 600 ms
Amplitude 1;2;3;47;5;6;8V

Pulse Width 0.10; 0.20 ... 0.50”" ... 1.50 ms

Table 26. PES induction parameters

Parameter Selectable values

#S1 ;2...8<™ ... 15

SISI 100; N0 ... 6007 ... 2000 MS
S132 Off; 100; 110... 400'8> ... 600ms
S2S3 O ff~; 100; 110 ...600 ms

S354 Ofre> ; 100;no ... 600 ms
Amplitude 1;2:3;4<6> :5:6:8V

Pulse Width 0.10; 0.20 ... 0.508> ... 1.50 ms

Table 27. Shared manual ATP therapy parameters

Parameter Selectable values

Minimum Interval (ventricular ATP) 150:160...200<$> ...400ms
Amplitude 1;2...6' ;8V

Pulse Width

0.10;0.20 ...1.50# ms

Table 28. Manual Ramp therapy parameters

Parameter Selectable values

Chamber RV

RV Ramp therapy parameters

# Pulses 1;2 ...e# .. 15

%RR Interval 50; 53; 56; 59; 63; 66 ... 84; 88;91; 94; 97 # %
Dec/Pulse 0; 10# ;20;30; 40 ms

Table 29. Manual Burst therapy parameters
Parameter Selectable values

# Pulses 1;2 ...8# .. 15
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%RR Interval

Table 30. Manual Ramp+ therapy parameters
Parameter

# Pulses
R-SI (%RR)

S1-S2 (%RR)
$2-SN (%RR)

5.8 Nonprogrammable parameters

Table 31. Nonprogrammable parameters
Parameter

Premature event threshold for counting PVCs
and Runs of PVCs
Hardware parameters

Pacing rate limit (protective feature)

Input impedance

Effective pacing capacitance
Recommended Replacement Time (RRT)
Battery Voltage Threshold

50; 53; 56; 59; 63; 66 ... 84; 88<0>; 91; 94; 97%

Selectable values

1;2;3<> ... 15
50; 53; 56; 59; 63; 66 ... 75 ... 84; 88;91; 94;
97%

50; 53; 56; 59; 63; 66;69*" ... 84; 88;91; 94; 97%
50; 53; 56; 59; 63;66<”™ ... 84; 88;91; 94; 97%

Value
95%

200 Min
150 KM minimum
4pF (x10%)

<2.63V

Table 32. Nonprogrammable parameters for the MRI SureScan mode

Parameter
Pacing amplitude

Pulse width

Sensitivity

Input impedance

Pacing rate limit

Effective pacing capacitance
Blanking period

OVO mode

VOO mode
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Value

Programmed pacing amplitude value when >5 V;
5V when programmed pacing amplitude value is <5
\%

Programmed pulse width value when >1 ms;
1 ms when programmed pulse width value is <1 ms
Programmed value

150 kn
200 min?N
4pF(+£10%)

Programmed blanking period value
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Jlara

IIpuaoxenne K pyKoOBOACTBY MO YCTPOiHCTBY

1. Haumenosanue | DNeKTPOKAPAHOCTHMYATOP MMILIAHTHpPYeMbIH ogHokamepHbili Astra XT SR MRI SureScan, moaens X2SRO1

MEAHLHHCKOrO

M3OENHA

2.1. Hasnauenue | SIBnsercs MyIbTHNPOrpaMMHpPYEMbIM KapAHOJOTHYECKHM YCTPOHCTBOM, KOTOpPOE MOHHTOPHPYET H PEryJIHPYET HacTOTy

MEIHLIHHCKOTO CEpNEUHBIX COKpAUIECHHHA NalUEHTA, BLINOIHAA OHOKaMEPHYIO HaCTOTHO-alANTHBHYIO CTUMYJIALHIO NpH 6paankapauu

H3ACIHA

2.2 Onucande | O6mue caeaeHHs 0 PYHKUHOHANLHBLIX BO3MOXKHOCTHAX

NTPHHUMNOB, DyHKUMH CTHMYASIHH

NexalluX B OCHOBE | ApToMATHYECKH HACTpaHBAeMas YYBCTBHTEJILHOCTH — OTa (yHKUMA aBTOMAaTHYECKH HACTPaHBacT MOpPOrH

faf;:lrub;ncxoro YyBCTBHTE/ILHOCTH NOCJIE ONPEAENECHHBIX COOBITHH CTHMYISUHH H BOCIIPHATHA.

H3TENHA " UX ABTOMATHYECKARS HACTPOHKA MOJSPHOCTH — JTO YCTPOHCTBO HCMONB3YET H3IMEPECHHE HMIMEAAHCA 3/MEKTpoAa A

0COBEHHOCTH aBTOMATHYECKOH HACTPOHKH MONAPHOCTH CTHMYJALMH H NCTCKUHH JUIA OHMONAPHLIX YCTPOHCTB BO BpeMs ACTEKUHH
HMIUIAHTaTa.
Conducted AF Response (Peaxuus na nposeaenne AF) — Jlannas QyHKUMA peryTHpYeT XKeTyA0UKOBBIA PHTM BO BpeMA
nposenchus AT/AF nyTeM nommaroBoro H3MeHEHHs YaCTOTHI CTHMY/IAIIHH, YTOOB! [IOTY4HTB Ty 4acTOTy, KOTOpas HanGosee
COBNAMAET CO CpeHel xemyI04KOBO# peakuueli naMeHTa.
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MPT SureScan - [aH; idyHKUMA NO3BOASET NaumMeHTam ¢ UMnIaAL «poBaHHoM cuctemoin MPT SureScan, BKIOYatoLLEl
YCTPOWCTBO M 3M1eKTpof, 6e30macHO NpoxoanTb npouesypy MPT npu ycnosumn cobniofeHnss TpeboBaHWiA, yYKasaHHbIX B
TexXHn4YecKom pykosoacTse no MPT.

Rate Profile Optimization (OnTumusauma npoguna vactotbl) - PyHKuMa Rate Profile Optimization (OnTumunsayms
npothmnsa YacToTbl) NpeAHa3HaYveHa A1 nogaep>kaHnsi COOTBETCTBYIOLLLEN YacTOTHOM aganTaLlmm nNpy U3MeHeHUN HarpysKu
BO BCEM [uanasoHe ()M3NYECKOM aKTUBHOCTU NauuneHTa. bnarogapsa aTol (hyHKUUX NPOU3BOANTCA MOHUTOPUHI CYyTOYHOIO
N MECAYHOro npotusien YacToTbl NMauMeHTa 1 CO BPEMEHEM KOPPEKTUPYIOTCH AMHAMUYECKME XapaKTepUCTUKM YacTOTHOM
agantauuny ans opMMpoBaHNA 3afiaHHOro NPoMUINA LeneBoin YacToThbl.

Rate-responsive pacing (HacToTHo-aganTmBHaa CTUMyNALNA) —3Ta (OyHKLUMSA MO3BOJISAET MEHATb YacTOTy CTUMYNALUN
B OTBET Ha (hM3NYECKUNEe ABVKEHUA NaUUeHTa, JeTeKTUpYyeMble NpesyCMOTPEHHbIM B YCTPOMCTBE AaTYMKOM aKTUBHOCTMU.
RV Capture Management (YnpasneHne 3axBatoM [1)K) - 3OTa (yHKUMA OCYLIECTBASET MOHUTOPUHI ropora
NpPaBOXelyO4YKOBOW CTUMYNALMA C eXeAHEBHbIM OMNpeAesieHneM rnopora CTUMynsaunm n perynupyet amnantygy MK
CTUMYNAUUN B CTOPOHY LieNIeBO aMNANTYAbI, eC/IN YCTPOMNCTBO Ha 3TO 3arnporpaMMypoBaHo.

®dyHKkumsa Sleep (CoH) - Mpu BKAKOYEHUN 3TOM (YHKLMW YCTPOMCTBO BbINOMHAET CTUMY/IALMIO C MEHbLUEA 4acTOTON Ha
NPOTSXKEHMM 3aMporpaMMmpoBaHHOro rneproja cHa.

Ventricular Rate Stabilization (VRS) (Crtabunusauuns >XenygouykoBoro putma) - 3Ta (yHKUUSA SUHAMUYECKU
KOPPEKTUPYET 4YacTOTy CTUMYNIAUMW 1S yCTpaHeHUs [LONTOM naysbl, KoTopas 06bIYHO CcnegyeT 3a XenynovyKoBoW
akcTpacuctonoii (PVC).

D YHKLNN MOHUTOPUHTA N KOHTPOJIbHOTO HaboAeHnA

Cardiac Compass Trends (TpeHAbl COCTOAHUSA CEPAEYHON AeATEeNbHOCTMN) —ITa (DYHKUMA NpesocTaBnseT

oTyeT «TpeHAabl Cardiac Compass», 0TO6paXkaroWmMii 0630p COCTOSIHMA MauueHTa, WM BKIOYaeT rpaduKkn, KOTopble
LEMOHCTPUPYHOT LO/ITOBPEMEHHbIE TPEHAbI CEPAEYHOI0 PUTMa Ha NPOTSXKEHUN NocnegHnX 14 mecaueB. B aTOT 0TUeT Takxe
BK/IIOYHAIOTCA JaHHble TpeHga »xunakoctu OptiVol 2.0.

XpaHeHue jaHHbIX Mo anun3ogam n MM - [aHHasa cuctema cocTaB/isieT XKypHaa 3nNn3040B apUTMUN, KOTOPbIA N03BONSAET
ObICTPO MpoCMaTPMBaTL CBOAKY W MOAPOOHbIE ANArHOCTUYECKUE JaHHbIe A1 3NWU3040B apUTMUN, BK/IHOYAsA HAKOM/IEHHbIE
JaHHble SIM.

dyHKuMa Flashback Memory (peTpocneKTuUBHas namsTb) - 3Ta gnarHoctmyeckas (PyHKUMS obecrneymBaeT 3armcb
NHTEPBa/I0B, HENOCPELCTBEHHO NpeaBapALLIMX 3MN304bl TaXMapPUTMUN UK CaMblii NOC/EAHNIA ONPOC, a TaKXXe NPON3BOANT
NOCTPOeHMe rpaiMKoB AaHHbIX MO MHTepBasiaM B 3aBUCUMOCTU OT BPEMEHM.

OTuyeT Heart Failure Management (OkazaHue MnomowMn NpU CepAeyYHO HeAoCTaTOYHOCTM) - B 3TOM OT4eTe
npeAcTaB/ieHa KapTvHa COCTOAHUA NaumeHTa B TeYeHUe KOPOTKOro U MPoAo/HKMTeNIbHOTO NepuoLOB BPEMEHU, B KOTOPO
0ocob60e BHMMaHWe YyfAefleHO OKa3aHWIo MOMOLLM MpW CepAeYHON HefoCTaTOYHOCTU. B oT4yeTe NPUBOAATCA rpagmnKu.

He BocnpotBoANTCA 6€3 NMCbMEHHOTO paspeLleHns komnaHum "MeaTpoHuK NHK."
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AeMOHCTpupytowme i, *abl xugkoctu OptiVol 2.0 n TpeHabl™o1Hocawyeca K cepaeyHON HeAoCTaTOYHOCTM Ha
NMPOTSXEHMN nocnegHnx 14 mecsues.

XonTepoBcKas TenemMeTpusa —3Ta PYHKLUMSA NO3BOASET UMMNIaHTUPOBaHHOMY YCTPOMCTBY HemnpepbIBHO nepegaBatb MM
C Te/fleMeTpMell MapKepoB 3a Nepuog 40 46 4YacoB, He3aBMCKMMO OT MPUMEHEHMSA FO/IOBKU MporpamMmmaTopa.

Implant Detection (JeTekuna nmnnaHTata)—AeTekymnsa nmnnaHTata— 370 30 min (MUH.) Nepuoa, KOTOPbIA HauMHaeTCA
C MOMeHTa pasMellleHUsi YCTPOMCTBa B XMPYPrMyecKOM KapmaHe. B TeueHue 3TOro nepuoga YCTPOMCTBO MNPOBEPSiET
NOAK/IIOYEHME 3/1eKTPoa NyTemM M3MepeHMs uMmnegaHca aneKTpoga. ocne 3aBeplueHUsA nepuoga LeTeKUUM uMniaHTaHTa
aKTUBUPYIOTCA pasinyHble aBTOMATUYECKME (DYHKLNU U PEXUMbI ANarHOCTUKMN.

Lead Monitor (MoOHUTOPUHT 37ieKTpoga) - 3Ta PYHKUMA M3MepseT MMNeLaHCbl 3/1eKTPOAa B TeUYeHMeEe CpoKa CnyXobl
UMNAaHTUPOBAHHOMO YCTPOICTBA M YrpaBisieT aBTOMaTUYeCKON HaCTPOMKOWM MONSPHOCTY 3M1EKTPOLOB MPU MMMAaHTauuun.
Ecnin dyHkumsa Lead Monitor (MOHUTOPUHI 3M1eKTpofa) 3anporpamMmupoBaHa B pexkume Adaptive (AganTuBHas),
YCTPOCTBO aBTOMaTUYECKN NEePEK/TYAET GUNOMAPHbIE CTUMYIALMIO U CEHCUHT Ha MOHOMONSAPHbIE B ClyYae HapyLLeHWs
L,eNI0OCTHOCTK BUMONAPHOr0 3/1eKTposa.

TpeHabl xnakoctn OptiVol 2.0 - 31a hyHKLMA NpefoCcTaBisSeT BO3MOXXHOCTb MOHUTOPUHTA Cefy oW X TPeHLOB:

» TpeHf TOpaKa/ibHOro MMMegaHca rpanyeckn oTobpaxkaeT 3Ha4YeHsl TOPaKa/ibHOro MMeaHca 3a nepuog 4o 14 mecsues.
» TpeHp vHAekca xuakoctn OptiVol 2.0 — 3T0 rpadMK HaKOMMEHHbIX Pa3HOCTE MeXAy 3HaYeHUSIMA CYTOYHOro "
pethepeHTHOro TopakKasibHOro umnegaHcoB. Korga uHAekc »xugkoctm OptiVol 2.0 npeBblwaeT MoporoBoe 3Ha4deHue
OptiVol, BO3MOXHO, UYTO B FPpy4HOM MOIOCTU NaLMeHTa CKONMAach XXULKOCTb.

Rate Histograms report (OT4ueT 'McTorpaMmmbl 4acToTbl) - B 3TOM 0T4YeTe NPUBOAMTCA AManas3oH pacnpeneneHns
YacTOTbl CEPAEYHbIX COKpaLLEeHWI NayneHTa.

be3onacHOCTb AaHHbIX

KomnaHuss Medtronic paspabotana Mepbl 6e30NacHOCTU AN 3alMThbl MH(OPMaUUN 0 NaLMeHTe U AaHHbIX YCTPOCTBA B
ycTpoiictBe Astra XT SR MRI SureScan, mogenn X2SRO01.

Cuctema cBs3un Bluetooth - YcTpolicTBo oTo6paxaeT CBOK JOCTYMHOCTb AN1A coefuHeHus no Bluetooth. Kputnyeckne
AaHHble, NPYHXMaeMble UK NepejaBaeMble ¢ yCTpoiicTBa Yepe3 Bluetooth-coeguHeHune, WwmngpyoTcs YCTPONCTBOM nepes,
0TNpaBKoi No KaHasny Bluetooth. YcTpoicTBO 0TBeYaeT TO/IbKO Ha aBTOPM30BaHHbIe KOMaH/bl.

VHaytonBHas cuctema TeneMeTpUYecKoi CBA3N - MHAYKTUBHAA cMcTeMa TeleMeTPUYECKON CBA3M KoMnaHun Medtronic
MCMNONb3yeTCA ¢ NPOrpaMMaTopoM Bpada f/1s onpoca U NporpaMMrUpoBaHns YCTponcTea. Mpu Hamumm ee Takke MOXHO
1Cro/b30BaTh /19 0npoca yCTPoMCTBa NPy yAasIeHHOM MOHUTOPUHIE. 9Ta CUCTeMa UCNOJb3yeT COeAUHEHME HA HEOOIbLLOM
paccToAHUN, KOTOpOe 3alumilaeT MH(hopPMaLMIO 0 NauneHTe 1 JaHHble YCTPOICTBA.

WHdopmauma o pexxume CTUMY/IMPOBaHUA

Pexxumbl OKC onucbiBaloTca ¢ ucnonb3oBaHnem kKoga NBG. MATnbykBeHHbIM Kof NBG, HasBaHHbIN B YecTb CeBepo-
AMepuyKaHCKOro obLiecTsa anekrpokapguoctumynaumm mn anektpodgusmonorum (North American Society of Pacing and

He BocnpoH3Boakrcs 6€3 NUCbIACHHOTO paspelleHns KoMnaHum "MearpoHunk MHk.*
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3. Moka3aHus,
NPOTUBOMNOKAa3aHNA n
HeXXenaTesbHble
ABNEHUSA
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Electrophysiology —

SPE) n BputaHcKoi rpynnbl No n3yyeH!N'

lEKTPOKAPAMOCTUMYNSILMN N 31EKTPOGM3NOSIOT NN

(British Pacing and Electrophysiology Group — BREG), onucbiBaeT padoTy MMMAaHTUPYeMbIX KapanocTumynsatTopos. Kog
NBG, 3ameHsitowmin kog ICHD, npuBogmTcsa HMKe B Tabnmue (Tabn. 1).

Tabnnuya 1. O6HoBMEHHbIN cBog KogoB NASPE/BPEG ans aHTUMOpagnkapanyeckom cTumynsaumm

Mo3vyunsa:

KaTteropwusa:

YKasblBaeTcsa
TO/IbKO NPOU3-
BOAUNTENIEM;

1

Kamepa(bl)
cTtumynupye-
Mas(ble)

O =0TcCyT-
cTBue

A = Tlpepcep-
aove

V = Xenypo-
yek

D = 0O6e hyHk-
uun

(A +V)

S = OpHoOKa-
MepHas
(A vnn V)

Kamepa(bl)
BOCMPUHU-
Matwasa(mne)

O =0TcyT-
cTBue

A =Tlpepncep-
ove

V = Xenypo-
uek

D = O6e thyHkK-
umn

(A +V)

S = OgHoKa-
MepHaa™M
(A nnn V)

m

OTBET Ha
netekuuto

0 =0TcyT-
cTBue

T = Tpurrep
1=TlopaBne-
Hue

D =06e pyHK-
unun

(T+1

®YcTpoicTea Medtronic He NICNOML3YIOT KO MHOrOKaMepPHOM CTUMYNSALNN.

ALNA CTUMYNIMPYEMbIX U AETEKTUPYEMbIX Kamep NporpamMatop oTobpaxaeT A unm V (He S).

lNokasaHuA K NPUMEHEHNIO:
Cuctema Astra XT SR MRI SureScan nokasaHa /19 UCMO0Mb30BaHUA Y NauMeHTOB, KOTOPbIM MOXET OKa3aTbCA MOe3HOM
3NEKTPOKAPANOCTUMYIALMA C YaCTOTHOM afanTaunein nnm 6e3 TakoBOW, 4719 BOCCTAHOBMEHUS (DM3MOI0MMYECKOM HacTOoThbl
CepAeYHbIX COKpALLEHWI, yny4lleHUss CcepAevyHoro BblObpoca, NPOMPUIAKTUKM CUMMTOMOB WM 3aWpUTbl OT apuUTMUM,
06yCNOBNEHHbIX HapyLUeHNSMU (HOPMUPOBaHWUA UMMYNbCOB WUN NPOBeLeHUSA. STO YCTPOMCTBO OCHALLeHO 6ecrnpoBOLHOM

TexHonoruve Bluetooth.
IMpoTnBONOKa3aHNA:

v

Moaynauns
4acTOoThl

O = OTcyT-
cTBue

R = Mopaynsa-
Lu1A 4acToTbl

\Y

MHorokamep-
Haa cTUmyna-
umnan

O =0TCcyT-
cTBUe

A =Tlpepcep-
ave

V = Xenypo-
yek

0 =0O6e PyHK-
uun

(A +V)

Cuctema Astra XT SR MRI SureScan komnaHui Medtronic NpoTUBOMNoKasaHa B CrieAyoLmnx cayyasx:

* IMnnaHTaums COBMECTHO C AAPYTMM YCTPOCTBOM AN leveHnsl GpaavKapani.

* ViIMnnaHTauus COBMeCTHO C MMM/IAHTUPYEMbIM KapanosepTepom-gedmopunnatopom (MKA).
* YacToTHO-afanTUBHbIE PeXXUMbI MOTYT 6bITb MPOTMBOMOKa3aHbl NMauneHTam, He NepeHoCALUM YacToThl
CTUMYNALMMW, NPeBbMMAOLLMNE 3anporpaMMMpPOBaHHOE 3HaYeHMe HKHen 6a30B0I YacToTbl.

¢ ACVHXPOHHas CTUMYNSILUSA, NPU KOTOPOM CMOHTaHHble PUTMbI MOTYT NMPUBECTU K KOHKYPEHTHOA

CTUMYNALNN.

"MeaTpoHUK NHK."
KoHdugeHumnanbHo ¢

He BocnpotBONnNTCS 6€3 NMCbMEHHOro paspelleHns KomnaHum "MeagTpPOHUK VIHK.



e OnHOKaMepHas Npe, =2)IHas CTHMYJISLHS Y NalHeHToB ¢ Hapywefi  a AB nposenenus.
Bo3moxHbie HeXeTaTEIbHbIEC SBJICHHS:

K yucny HexenaTelbHbIX ABNEHHH, CBA3ZAHHBIX C MCMNONL30BAHMEM CHCTEMBI YCTPOHCTBa (YCTpPOHCTBO W J3NeKTpon),
OTHOCSATCS CJIEYIOLIHE.

o Bo3ayuiHas smbonus

@ AJUlepruyeckas peakius

o KpoBoTeuenne

e deHoMEH OTTOPXKEHHS OPraHM3MOM, B TOM YHCJIE MECTHAs TKAHEBas PeaKLHA OTTOPXKEHHA
® PacceueHue cepaua

o [lepdopauus cepaua

e TamnoHana cepaua

e XpoHHYecKoe NopaxeHHe HepBa

e CMmepTb

e DMb6onus

© DHAOKApAHT

® UpeckoxHas 3pO3Hs YCTPOHCTBA H MEKTpOAa
® BuipaxeHnHbiit Hpubpo3

® DKCTpY3HA

o Oubpuinaums WIK apUTMHU JAPYTHX THIIOB

® CKOIUICHHE XHAKOCTH

o GopMupoBaHHE KHCT

e brnokana cepaua

e Pa3psiB CTEHKH cepaua

e ['ematoma / cepoma

¢ HeanekBaTHOE YCKOpEHHE apHTMHHA

o Undexuns

o GopMHPOBAHHE KEJIOHAA

e Hcrupanue u o6phiB 3nexTpona

e Murpauus/cMelmeHHe 31eKTpoaa

® MHo- H HEHpPOCTHMY NIALIHA

o [ToBpexaeHne MHOKapaa

¢ Bo30yanmocTs MHOKapaa

® CeHCHHI MHOMOTEHIHAJIOB

¢ Buimot B non0CcTh NEpHKapaa

o [llym Tpenus nepukapaa

o [THeBMOTOpaKC

o [loBbineHHE MOpora CTHMYIALIKH

o Tpom603MbOHA

He socnpownsoanTca 6e3 THCLMEHHONO pA3pEINCHHA KOMMAHKK "Meatponnk Hux.”
"Mexrpotink Hux."
- Konduacnumanso -
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e Tpom6o3

o OGycnoBeHHbIH TPAHCBEHO3HBIM IEKTPOAOM TpoM603
o [Mospexenue Kianaxa (0cOGEHHO B CEpALE ¢ HEAOCTATOYHO Pa3BHTHIMH AHATOMHYECKHMHU CTPYKTYPaMH)

¢ OKKII03HSA BEHBI

o [lepdopauus BeHbl

® Pa3phbiB CTEHKH BEHBI

e Bo30yaumocTs MHOKapaa

® CeHCHHI MHOMOTEHUHANOB

¢ Brinot B nosnocTs nepukapaa

e [llym TpeHHs nepukapaa

o [IneBmoTOpakc

o [losbmexne nopora CTUMY ALK

e Tpom6oaMbOnHs

e Tpombo3

e OGycnoBneHHbIH TPaHCBEHO3HBLIM 31EKTPOAOM TpoM6b03

o [Noppexaenue kianaxa (0COGEHHO B CEpALIE C HEAOCTATOYHO Pa3BHTHIMH AHATOMHYECKHMH CTPYKTYpaMH)

® OKKITIO3HSA BEHBI

o [lepdopauus peHnl

® Pa3pbiB CTEHKH BEHbI

Bo3moxHbIe HEXeNATEIbHbIC ABICHHNA:

CHcTeMa 3MeKTPOKapAHOCTHMYIAUNK SureScan pa3paboTana is MHHHMH3AUMH BO3MOXHKIX HEXENATeNbHBIX ABNCHHH,
cnocoOHbIX HaHeCTH Bpel nauueHTy. B okpyxennun MPT BO3MOXHBI NIEPEUHCIICHHBIE HHXKE HEXENIAaTENIbHbIC ABNCHHA:

® HarpeB KOHTAKTa 3/IEKTPO/A H MOBPEXIEHHE TKAHH, B PE3y/IbTaTe KOTOPOro HApYIIACTCA CEHCHHT WM 3aXBaT, HiH 0ba
JAHHBIX ABJICHHA

® HarpeB YCTpPOWCTBa, B pe3y/ibTaTe KOTOPOro MOBPEXAACTCA TKaHb B KapMaHe JUIA MMIUIAHTaTa WM BO3HHKAIOT
HENPHUATHbIC OLULYIICHUA Y MAUKHEHTA, WIH 06a NaHHBIX ABJICHHA

o BrrBanHbeie MPT TokH B 351eKTpoAax, MPHBOAALIHE K NOCTOAHHOMY 3axBary, JXT/®X, remoanHamuyeckoMy Kosancy
HJIH BCEM 3THM TPeM ABICHHUAM

® NoBpeXJEHHE YCTPONHCTBA HIIH 3/IEKTPOJIOB, B PE3y/IbTaTe KOTOPOrO CHCTEMA HE MOXET OOHapyKHBaTh HIIH yCTPaHAThL
HapyIUIEHHA CEPACYHOrO PHTMA, a8 TaKXKe MPHBOALIEE K HEMPABHJILHON TEPATHH COCTOAHHA NAlHEHTA

® MexaHH4YecKoe HIH (YHKUHOHANbHOE MOBPEXICHHE YCTPOHCTBA, HE [103BOJIAIOMICE €MY B3AHMOACHCTBOBAaThL C
AporpaMMaTopoM

® JBHXKCHHA WIH BUOpalIUA YCTPOHCTBA, HIIH JIEKTPOROB, NPHBOAALIHE K CMELUCHHIO

e posmoxHas HHAyKuusa XXT/OX npu 3anporpaMMHpOBaHHOM aCHHXPOHHOM PEXHME CTHMYIISILLIHH BO BpEMA peXHMa
paborst MPT SureScan

4. YcnoBus
NpHUMEHEHHA

H3nenue npeqHa3sHaY€HO JUIA HCTIONB30BAHKUSA B MEAHIIMHCKOM H NieueGHO-NpodHIaKTHYECKOM yupexieHHsX. [lonb3osanune

KADMOCTHMYJIATOPOM palpeliaeTcs JMIUb MOJ PYKOBOACTBOM HIH NOA HabmoneHHeM cneuuanbHo O0GyueHHOro
BpaueOHOro nepcoHasna.

@ 000 UMPMI (&) INFO@CIRMIRU € WWW GOSZDRAVNADZOR RU He socrporisozues Ge1 nuckMchioro paspetckis koumaium “Mearporuk Hi.”

“Mearpotux Hux."
- KotpuacHumansho -




5. CocTaB "
nepeyeHb feTtaneii u

NPUHAaLNEXHOCTeN)*
6. OnwucaHve
OCHOBHbIX
NPUHaJNEXXHOCTEN,
MeANLMNHCKNX
n3aennii nnm
N3aennn, He
ABNSAOLLMXCS
MEAUUMHCKMMM,  HO

NpeaycMOTPEHHbIX
ANs1 UCNO/Mb30BaHUS B

KOMOUHaLn c
3asB/1eHHbIM
MegULNHCKUM
n3aenmem (npw

Ha/in4mmn TaKOBbIX)
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DNeKTpoKapaNOCTUM) Op UMNAHTMPYEMbI Of4HOKaMepHbIid Ast/i 'SR MRI SureScan, mogenb X2SR01 B cocTaBse:

- 3/1eKTPOKapANOCTUMYNASATOP UMNNAHTUPYeMbIA ogHOKaMepHbIi Astra XT SR MRJ SureScan, mogens X2SR01;

- TapupoBaHHbIN K/OY;

- JOKYMeHTaums no npogyKTy: PyKOBOACTBO MO YCTPOWCTBY; OrpaHuvyeHHas rapaHtus; [MpegynpexaeHns u mepsbl
NpejocTOPOXHOCTN, CBA3aHHbIE C MeAUUVHCKUMW npouegaypammn n OMI1; TexHnuyeckoe pykosBoacTBo no MPT,
O6bsiCHEHMe CMMBO/I0B Ha 3aTuMKeTKe aAna KA CRT-D usgenuii; Haknelikun; PernctpaumMoHHas KapTa; AOKYMEHT
«ONEeKTPOHHbIE NHCTPYKLUUK M0 3KcnyaTaunn/pykosogcTeay», CD-AUCK.

*MpUNoXKeHNe K PYKOBOACTBY MO YCTPOWCTBY He BXOAWUT B KOMM/IEKT YMaKOBKW MeAMLMHCKOrO M3Aenuns, NIOKaslbHO
pacneyaTbiBaeTCa M NpunaraeTcs Npu MocTaBKe (peannsauuy) NOTPedMTeNto Ha TeppuTopumn Poccuiickol eaepaumn.
CnpaBo4HOe PYKOBOACTBO M PYKOBOACTBO MO MNPOrpaMMMPOBaHUIO He BXOAUT B KOMIMIEKT YMakoBKMW, AOCTYMHO Ha
3MeKTPOHHOM pecypce http://manuals.medtronic.com/

ANeKTPOKapANOCTUMYNATOP UMMIAHTUPYEMbIR ogHOKaMepHbIn Astra XT SR MRJ SureScan, mogesib X2SR01

O6bev® 12,25 em®
Macca 225T
B XLUXA” 42,6 mm X50,8 Mmm X 7,4 MM
PeHTreHOKOHTPaCTHbI WIEHTUNKATOP*” RNA
MpeHTngmnkartop Medtronic

Mnow@aab  MOBEPXHOCTM  TUTAHOBOFO  Kopryca 33,48 cm™
YyCTpOCTBa
MaTepyanibl, KOHTaKTUpylOLWMe C TKaHSIMKW Tena TuTaH, NonnypeTaH, CUIMKOHOBBIV Kay4yk
YerioBexka™”™

Batapest Mmépng moHohTOPUAA

yrnepofa/nutunsa/cepebpa/okcmia saHaams
®O6BbEM C OTKPbITbIMU OTBEPCTUSAMM A/1s1 KOHHEKTOpA.

AYNNOTHUTENM MOTYT C/IerKa BbICTynaTb 3a raéaputbl Kopryca.

A PEHTreHOKOHTPACTHbIN MAEHTUHNKATOP, BK/IHOUAIOLLMIA CUMBO/-MAEHTU(MKATOP KoMnaHun Medtronic, BU3yanuampyeTcs
Ha PEHTreHOCKOMMYECKOM M306paXKeHNM YCTPOIACTBA.

He BocnpotoBonnTcA 6€3 NMCbMEHHOro paspeLlleHns kKomnaHum ' MearpoHuk VHk.”
"MeadoHuUK NHK.”
* KoHthngeHumanbHo -



“ 9T matepuanbl 6bM  CMEWHO NPOTECTMPOBAHbI Ha CMOCOBHOCTU. .. oeXaTb puUcka 6M0I0rMYecKo HeCOBMECTUMOCTMN.
Bo Bpems 06bI4HOW paboThl yCTPOMCTBO He HarpeBaeT OKPYXXatoLue TKaH [0 TeMNepaTypbl, NPeACTaBAOLLEA 0MacHOCTb.

TonwuHa Tonwyra
Bbicota (Mm)  LLnpuHa (Mm) t COeqNHUTENSA Macca (r) O6bem (cm™)
Kopnyca (Mm) (M)
Pe>kum 0gMHOYHO Kamepsbl 42 6 50,8 7,4 9,9 22,5 12,25
MorpeLuHoCTb +/-10% +/-10% +/-10% +/-10% +/-10% -

VaeHTUdmMKauma 1 NonoXKeHne peHTreHOKOHTPACTHONO NAeHTUdMKaTopa

-rmsy
ee<

3K
ur
1 c
HeLw.r
0O .)K >-0.090$

Ecnn He ykaszaHo UHoe, gonyck coctaBsaneT: +/10,1524 mm

TapupoBaHHbIN KN4 (ynakoBaHo BMmecTe ¢ WKA) - Tonb3yliTecb TOMbKO TapuvpoBaHHbIM  K/IHOHOM, KOTOPbIA
MoCTaB/IAETCA C 3TUM YCTPOMCTBOM. TapupoBaHHbIA KU HY>KEH, YTOObl NPefoTBPaTUTb MOBPeXAeHMe YCTPONCTBa,
BbI3bIBAEMOE YPe3MepPHbIM 3aTArMBaHMEM YCTaHOBOYHbLIX BMHTOB. [lpyrue K4y ¢ TapypoBaHHbIM yCUIMEM (Hanpumep,

LLIECTMIPAHHbIE K/IOUN C CUHE PYKOSITKOW WM MPSIMOYTO/bHbIA) NO3BOAAOT NPUIOKUTL K KOHHEKTOPY 3/1eKTPOoja ycume
6onbLUe JonycTMMOro.

;, 000 llMPMM @ INFO@CIRMI RU@WWWGUSZURAVNADZUR RU He BocnpotBoglrrca 6e3 NMCbMEHHOT0 paspeLleHns KomnaHuy "MearpoHuk MHK.*

"MeaTPOHUK VHK."
* KoHhungeHumnanbHo -



7. BO3MOXHOCTb U

crnocobbl
NHTerpaumm
Apyrumm
MeANLMHCKUMM
n3aennsammn

c

11,3SCM r ‘CM)
137

10,53cm)

1310.33cm)
pal h 1
T Z) 0

68811.75 cm)

10.1ScM

O,ZOCM = 124

(3,15 cm)

KpyTawmii MOMeHT orpaHuyeH 12-17 arolimamu, BO Bpemsi MepBOro BpaLLeHUss MO YacOBOWM CTPEsIKe; OH LUEeMKHET, Korja
3HayeHVe KpyTSLLEro MOMeHTa B 3TOM AnanasoHe 0yaeT AOCTUTHYTO.

Macca: s r£05Tr

MporpammHoe obecrieveHume

Mogenb SW - SW030

Bepcua - 8.0 u Bbiwe

Knacc 6esonacHocTu - C

OCHOBHbIMY KOMMOHeHTaMu cucTeMbl aBnstoTca: AKC, anekTpoA(bl) SureScan v nporpaMmaTop /19 fievalllero spaya.
MoHUTOpP NaumeHTa (4OCTyNHbIA B Mogensx Astra n Azure) nnm 6ecnpoBojHbIe CUCTEMbl MOHUTOPUHTa (NpeacTaB/eHHbIE
NCKNIOYNTENBHO B Mogensax Asyp (Azure)) ABAAOTCA LOMONHUTENIbHBIMU KOMMOHEHTaMW CUCTEMbI, 06ecnednBaroLLUMn
naumeHTam nepegavy faHHbix IKC nevalmm Bpadam rnocpenctsom cetn CareLink gna aHanmsa (PucyHok 1).
MomoLwHMK naumeHTa (Patient Assistant) Takxxe ABSAETCA LOMNONHUTE/IbHLIM 3/1EMEHTOM, UCMOMb3yeMbIM 415
permctTpaumm cuMmnTomoB. Hactoswmin OTHeT 0 KIMHMYecKol oueHke (CER) paccmaTpuBaeT KOMMOHEHTbI OKC u
NPUKNaAHoe NporpaMMHoe o6ecrneyeHre NporpaMmmMaTopa, oCTa/ibHble KOMMOHEHTbI CUCTEMbI PacCMaTpPUBAIOTCA B pamMmKax
0TAeNbHbIX OTYeTOB 0 KAMHMYecKon oueHke (CER). YcTpoicTa Astra n Azure BOCNPUHUMAKOT 3N1EKTPUYECKYHO
aKTUBHOCTb CepAua nauyeHTa NocpesCcTBOM UMMMIAHTUPOBAHHbLIX 3/1eKTPOLOB M 3aTEM aHaNU3UPYIOT CepleyHble pUTMbI Ha
OCHOBE Bbl6paHHbIX NnapameTpoB Tepanun 1, Npu He06X04MMOCTH, OCYLLLECTBAIOT COOTBETCTBYIOLLLYIO Tepanuio. JJaHHble
YCTPOICTBA TaKXKe NPejocTaBNAT 4MarHOCTUYECKYHO Y KOHTPO/IbHYO MH(OPMaLMIO 415 Ha3HAYeHUs] BpauoM SiedeHns
nawuyeHTam 1 OLeHKKN cucTembl. JaHHble yCcTpoicTBa ABNSAOTCS MP-COBMECTUMbIMI 1 MO3BOMAOT NPON3BOANTb

MarHUTHO-Pe30HaHCHYH TOMOrpaduio Npu onpeaesieHHbIX YCIOBUSIX.

He BocnpotoBonkl'ca 6e3 NUCbMEHHOTro paspelleHns kKoMmnaHum "MeaTpoHuk NHkK."

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU "MeATpOHMK UHK."

* KoHhunaeHumnanbHo -



PHM-Bok 1: ApxHTekn'pa chd™i___itn H Azure

MoHunTOp nayneHtTa Astra/Aaure

MporpammaTtop Bpaua e« TenemeTpus UHAYKLUUOHHOM GAMXHEN 30HBI

© Ana Aacnonbamaman - « MNepepaHa faHHbLIX NayueHTON

MBAAUMNOCOM yUpeXpeHAn BeenpoaopHOl MOHUTOPUHT Azure

+ Tenemertpus WHAYKYnOHHON « TenemeTpuil NocpeacCTBOM TexHonoruu Bluetooth ¢

6AuXHEN 30HBI HW3KUM aneeTponoTpebne-uem

* Wcnonbsoeanne e xone « MepepaHa AaHHBIX, UHULMUUPpYEMAs NALNEHTOM

npoyepyps Munnaw-auum
yCTpOUCT»!

« MnaHoBas yganeHHas nepepaHa AaHHb X

m Ha6n*opgeHune

MeAMUNMCKOTO yypexaeHus

Momouw HNK
nauynenta (Patient y CCareUnk

Assistant) *e«OT06paxeHne nHpopmaunm

*« Pernctpaywnsa
cumntomoe

. 5"*nuund pol|*HKkeum "ucbp=saH*e MAiinTbHCe coeamnHexe

[na nporpammupoBaHna OKC Astra n Azure nocpeicTBOM KOMMYHMKAUMOHHOW CUCTEMbI MHAYKTUBHON TenemMeTpumn
MOXET WNCMN0Nb30BaTbCA TOMbKO MNporpammMarop Bpadva. lMayneHTbl MOryT WCMNO/Mb30BaTb [OMOSIHUTENbHbIA MOHUTOP
naymeHTa MeaTpoHuk (Medtronic) ans c6opa MH(})opmauum ¢ UMNIaHTUPOBaHHbIX YCTPOMCTB U OTNPaBKM MH(1)opMaumn
BpayaMm nocpeacTsoM cetu Medtronic CareLink (nepegava faHHbIX, MpousBogvMas nauneHTom). LOonosHUTESNBHOE,
onuuoHanbHoe Mob6unbHoe npunoxeHne Bluetooth ¢ HM3KMM 3HepronoTpebneHmem (BTLE) (Ha KOTOPbIA He
pacnpocTpaHaTCa NpaBuna, 4eNCTBYOWME B OTHOLIEHUN MELULMHCKUX U3L4eNNIA) 1 MOHUTOP NaumeHTa, 3amnycKaeMblii
nocpeacTsoM ycTpoicTBa Bluetooth ¢ Huskum 3sHepronoTpebneHnem (LOCTYMHO WCKIHOUUTENbHO B Mogenu Azure
MO3BOMISIET OCYLLECTBMATL Nepefady [AaHHbIX, UHULUMpYyeMyto ycTpolicTBoMm (CareAlerts) mnym nnaHoBble yAaneHHblex
nepegayn faHHbIX 6e3 yyactmsa nauymeHTa. OKC 6yaeT pearvpoBaTb TO/IbKO Ha OFpaHMYeHHbI Habop KOMaHfA, Takue Kak
KOMaHAbl 3anpoca. [aHHble KOMaHAbl He MO03BOMAT W3MEHATbH MapaMeTpbl Tepanuu. [aHHble, nepefaBaemMble C
MMMNIaHTUPOBAHHOIO YCTPOMCTBa 4epe3 6ecnpoBofHyto cuctemy cBsasun, wu{)pytotca B SKC un nepegaroTcs 4yepes
MOGUNbHOe npunoxkeHne Ha cepeep CareLink, rae oHn gewm({)pytotca. Mepegadm gaHHbIX Mexay IKC 1 cepBepom
CareLink wmn(})pytoTcsa oT Ha4vana o KOHUA.

OnuvcaHve MeANUMHCKNX U3LeNUIA U NPUHALNEXHOCTEN, MMeloLMe BO3MOXXHOCTb COBMECTHOMO MUCMO0/1b30BaHNACUCTEMbI
Astran Azure MPT (Azure MRI) MOryT cOCTOSITb U3 CeAyHOLLMX KOMMOHEHTOB:

* [porpammaTtop CareLink Mogenb 2090

* TMporpammatop CareLink Encore, mogens 29901

He 8ocnpoTBopalirca 6e3 NMCbMEHHOr0 pa3pelleHnss KomnaHnum "MeAaTpoHUK NHK."

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU "MeATPOHMK VHK."

- KoHhmnaeHumnanbHo -



* AkTtmBaTop Ko.r .~cyc (Conexus), mogens 27901

e MoHunTop nauneHta MyCarelLink, mogens 24952

e MoHuntop naymeHta MyCarelink Smart, Mogenb 25000 (Tonbko ycTpoftcTBoAstra)

e MoHuTop CareLink Express 2020B

¢ MoHutop MyCarelLink Heart Mogenb 31302 n Mogenb 31301 (TonbKo yCTPOCTBO Azure)
* JloCTyMnHbIe B MPOJaXKe 3MeKTPOAbI AN1A CTUMYNALMA npasoro npeacepansa MPT SureScan™
e [loCTynHble B MPOJaXKe 3MeKTPOAbI 418 CTUMYNALMA NeBOro Xenygouka MPT SureScan™

» KoHTaKT pasbema mogenun 6725 ana npeacepavs (4ns nopta yCTPONCTBA, eCAN 3NEKTPOA ANSt CTUMYNSALUMN NPaBoro
npeacepansa He NOAKIHOYEH)

e Te ke LOCTYNHbIE B MPOAaXe MHCTPYMEHTbI U MPUHALNEXHOCTU AN1A NOAAEPXKKU UMNMIAHTATOB, UCMOSb3YeMBbIE C
npeaLecTBEHHNKOM CeMelicTBa ycTpolicTB Aasusa [P.

AOCTyI'IHbIe B npoja>ke AOrno/IHUTENIbHbIE MEAULINHCKWNE U3OENTNA!
Cuctema Azure/Astra coBMeCTUMa CO CefyoWMMM KOMMEPYECKN AOCTYMHbIMU CUCTEMHBIMU KOMIMOHEHTaMW:

e AHanusatop Mogenb 2290
e Marnut (Patient Magnet) Mogenb 9466
»  Xonteposckuii moHuTOp (Holter Monitor) Mogens DR220

* [MomowHMK naumeHTa (Patient Assistant) Mogens Model PA96000

Mogenb dnekTpoaa HavmeHoBaHWe TOProBoil MapKu

5086MRI CeHcopHbli/cTumynupyowmii anektpog CapSureFix MRI SureScan Pace/Sense

5076 CeHcopHbli/cTumynupyowmii anektpog CapSureFix Novus MRI SureScan
Pace/Sense

4076 AnekTpog CapSureFix Novus MRI SureScan

4074/4574 anekTpog CapSure Sense MRI SureScan

3830 CTumynupyownii anekTpog SelectSecure

5554 Ctumynupyrowmii anektpog CapSure Z Novus Mogenb 5554

TopTbl COEAUHNTENS CNPOEKTUPOBAHbLI B COOTBETCTBUM CO cTaHAapTom 1S-1 1SO 5841-3 nnu ctaHgapToMm 1S4/ DF4 1SO 27186. laHHble NMOPTbl COBMECTUMbI CO
KOH(PUrypaumnammn 3aneKTpo0B, B COOTBETCTBUU C yKasaHUAMU B MapKNUPOBKe U3fenuns.
He BocnpotwBoanTcs 6e3 NUCbMEHHOro paspeLlleHns KoMmnaHum "MeaTpoHuK VIHK."
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5054 Ctumynupyrowmii anektTpog CapSure Z Novus Mogesnb 5054

8. WHgopmaums 06 ONeKTPOMarHMTHaa aMmmccus
aMC MeanunHCKoe n3genuve npefHasHayeHo 415 UCNoMb30BaHUS B 3/1eKTPOMarHUTHOW cpeje, OnpeaesieHHON HUKe.
MefnLMHCKOE YCTPONCTBO NOKYNaTens Uan nonb3oBaTtens J0/IXHO 06ecrneynTb ero NCnosbL30BaHne B

McnbiTaHne Ha CooTBeTcTBME AnekTpomMarHMTHasA 06CTaHOBKa - YKa3aHWUs
3NeKTPOMarHUTHYO
aMmccuio
Pagnonomexn no CUCIIP Mpynna 1 MeanumMHCKoe u3fenne LO/MKHbI U3NydaTb 3MEKTPOMarHUTHYIO
n 3HepPruo 419 BbIMO/IHEHNUA OCHOBHOM (PYHKLNN.
Pagnonomexu no CUCIIP Knacca B MeauurHcKoe usfenve NPUrogHo A1 NpMMEHEHNA BO BCEX MeCTax
n pasmeLLeHNA.
["apMoHMYyeckne He
cocTaBnsoLme NPUMEHAIOT

noTpebnsieMoro ToKa Mo
M3K 61000-3-2

KonebaHus HanpspkeHWs U He
dhnnkep no MOK 61000-3-  nNpuMeHsAIOT
3
MoMexoycTonumMBOCTb
McnbiTaHne Ha McnbiTaTeNnbHbIN YpoBeHb AnekTpoMarHnTHas o6cTaHOBKa -
NMOMexoyCcTOMYMBOCTbL  YpOBeHb No M3AK COOTBETCTBUA yKasaHus
60601
AnekTpocTaTUyeckme +6 KB +6 KB Monbl  NOMeLLeHMA  AO/MKHbI  ObITb
paspsgbl (ACP) no M3K KOHTaKTHbIN KOHTaKTHbI BbIMO/IHEHLI U3  fepeBa, 6eToHa WM
61000-4-2 paspsag, paspag Kepamuyeckorr  naMtku.  Ecnn nonel
NMOKPbITbl CAHTETUYECKMM MaTepuasioM, TO
+8 KB +8 KB OTHOCUTE/IbHAsA B/IXKHOCTb ~ BO34yxa
BO3AYLUHbIT BO3AYLLHbI [OMXKHa cocTaBnAaTb He meHee 30%
paspsaj paspaj
MarHuTHoe none 3 A/m 0,3 A/m MarHunTHble nons NPOMbILLIEHHOVA
NPOMbILLUIEHHOW YacTOTbl 4YacToTbl [JO/KHbI  ObITb M3MepeHbl B
no M3K 61000-4-8 HasHa4yeHHOM MeCTe YCTaHOBKU Jf1A

He Bocnpoun3Bonutca 6e3 NMCbMEHHOTo paspeLleHns komnaHum "MeaTpoHuK NHK.”
"MeaTpoHUK NHK."
- KoHthngerynansHo -
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McnbiTaHne Ha
NOMeX0yCTONYNBOCTb

KOHAYKTUBHbIE MOMEXH,
HaBefeHHble
pagnovacToTHbIMU
3NEKTPOMarHUTHbLIMA
nonammn no M3K 61000-
4-6

WN3nyuaemoe
pPaaMoyacToTHoe
3/1eKTPOMarH1UTHOe nosne
no M3K 61000-4-3

WcnbiTaHre Ha
NOMexXoyCcTOMYMBOCTb

AnekTpocTaTU4ecKuii
paspsg (3CP) no
61000-4-2

IEC

MarHmtHoe nosne
NPOMbILLIEHHOW YacTOoTbl
(50/60 I'uy) IEC 61000-4-
8
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WcnbiTatenbHbIN
ypoBeHb nNo M3K
60601

3 B
(cpeagHekBagpaTu
YHOE 3Ha4eHune) B
nonoce ot 150
Ky go 80 MIy
BHe yacTorT,
Bblfe/IEHHbIX ONs

r-rapalHval TOro, YTO HaNPSHKEHHOCTb MNONSA
[JOCTATOYHO HM3KaA

[eicTBUTENbHbIA  YPOBEHb COOTBETCTBUS

YPOBEHb

NMOMexoycTon4nB

0CTK

1,7 B 1B (cpefaHekBagpaTu4yHOe 3HayeHue)

(cpepHekBagpaTu

YHOe 3Ha4YeHue)

MHM BY

YCTPOIACTB

10 B 23 B 1B (cpegHekBagpaTuU4HOe 3HAYEHUe)

(cpegHekBagpaT  (CpefHekBagpatu

YHOE 3Ha4YeHMe) B YHOe 3Ha4YeHue)

nonoce ot 150 13 B/m 10 B/m

Ky go 80 My

Ha yacToTax,

BbIJENIeHHbIX [N

MHM BY

YCTPOUCTB

MomexoycToi4nBOCTb
VcnbiTatenbHbIn YpoBeHb dneKTpoMarHMTHasa obcTtaHoBKa —
yposeHb no IEC COOTBETCTBMUA yKazaHusi
60601

+6 KB — 6 KB — T[Monbl  nNomewleHNss  [O/MKHbl  6bITb

KOHTaKTHbI KOHTaKTHbIi BbIMO/IHEHbI U3  JepeBa, O6eToHa wau

paspsg paspsg Kepamuyeckoi  namTtku.  Ecim nonbl

+8 KB — 8 KB —  MOKPbITbI CAHTETUYECKUM MaTepuasiom, To

BO34YLUHbIN BO3AYLLHbI OTHOCUTENbHAsA  BMI@XXHOCTb  BO34yXa

paspsag, paspsag, A0/IKHA COCTaBNATL He MeHee 30%.

3 Alm 3 A/m YpoBHU MarHUTHOro nonsi
NPOMbILLIEHHO 4acToThl AO/DKHBI

COOTBETCTBOBaTbL TUMWYHbLIM  YC/IOBUAM

"MeaTpOHUK UNHK."
- KoHthmnaeHumanbHo -



AMepyecKoi HITH GonbunuHoH
00CTaAHOBKH.

PaxuouacroTHOE

IEC 61000-4-3

3 B/M B nosnoce ot

snexTpoMaranuTHoe rone | 80 MI'm a0 2,5

I'Tu

3B/M

Oanako noxasasgus BCTPOCHHBIX B KPOBaTh
BECOB HE HMEIOT KPHTHYECKH BAXHOIo
3HA4YeHHs A paboTHl MEAMUMHCKOrO
H3ACAHA.  “ONEeKTPOKAPAHOCTUMYIATOD
HMIIRHTHPYeMbil oqHOKaMepHLI Astra,
Azure B BADHAHTAX HCMIONHEHUNA™

d = 1,24P B nonoce ot 26 xo 800 MI'n

d = 2,3VP 8 monoce ot 800 MI'u no 2,5
[Tu, rac P HoMuHanbHas MaKCHMaNbHas
BRIXOAHAS

MOIDHOCTh NepepaTumka B Barrax (Br)
YCTaHOBJICHHas u3rorosuteneMm, a d —
PEKOMEH Ty eMblik MPOCTPAHCTBEHHBIH
3a30p B MeTpax (M). HanpmkeHHOCTh MO
OpH pacnpOCTPaHEHHH pagHOBOAH OT
CTAHMOHAPHRIX pPafgHONEPeIaTHHKOB [0
pe3ynbTATaM Habmoaenuii 38
IMEKTPOMATHATHOH# 00CTAHOBKOM, AOMKHA
OLITE HHXKeE, YeM YPOBCHE COOTBETCTBHA B
Kax10#t mosioce 4acToT,

()

Jlausoe  ycTpolicTBO HE  HKOJDKHO
TCHCPHPOBATH TNOMEXH H  JlaHHOE
yCTpolicTBO  AOMKHO  BOCHPRHEMATH
molrie MOMy4YCHAbIE MOMEXH, BKIIOYAS

TMIOMEXH, KOTOPhIe MOTYT Kapymars paboty
ycrpoiicTea. JlaHHOE yCTpPOHCTBO HE
OOJOKHO TEHEPHpOBaTh [OMEXH JUIL

paarocTanunii, paboTalomux B Hana3oHe

400,150—406,000 MI'y H
NPUMCHAIOMXCS B METEOPONOTHICCKHX
LIeJIAX, ans METEOPONOrHYECKHX

CITYTHHKOB M  CHCTCM  CIyTHHKOB
HeonenoBauns 3eman. YeTpoHCTBO

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

He pocaporcsosTce Se3 MUCLMENION PROPCAICHNS KOMNEHNH “MeaTpotmx Hs.”

*Menmpornx Hi."
- Kondauaciammansio -




9. WHdopmauma no

6uocoBMecTUMoOCTU [/

Ba/IMgaLmm
BeputhmKaumn

n
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MPMMEYAHWE 1. bonee BbICOKMe Ananas3oHbl 4acToT npumeHsaoTesa npu 80 MIy, n 800 MIu.
MPMMEYAHWVE 2. [laHHOe pPYKOBOACTBO MPUMEHMMO He BO BCEX CUTyauusX.

[0/TKHO

BOCMPUHUNMATb

noobble

Nnosly4eHHbIE TMOMEXW, BK/KOYasA MOMEXN,

KOTOpble
yCTpOICTBa.

MoryT

HapyLlaTb

paboTy

Ha pacnpocTpaHeHue

ANEKTPOMArHUTHbLIX BOJTH B/IUAET MOrJiolWLEHNE N OTPa>KEHNE OT KOHCprKLLMVI, 00BbEKTOB 1 J'IfO,EI,EVI.

MaTtepunan
TwutaH Knaccri 1 corfiacHo ASTM
F67-06
KonnyecTtso
SeMeHT 3/1EMEHTOB U3
TUTaHa Knacca 1
(%0)
A30T makc. 0,03
Yrnepog MakKc. 0,10
Bopopoz makc. 0,0125
>Keneso MaKC. 0,20
Kucnopog makc. 0,18
TuTtaH BanaHc

CWUNMKOHOBBI Kay4yKOBbIA K/el,
nonugumetuncuiokcadH MED 2000,
TexHonormna Nusilmed

75D nonunypeTaH anactaH Tecothane

CUNNKOHOBBIN KayyyK ETR,
anacTtomep ""Cunactuk' ¢
61oMeaNLIMHCKON OLeHKOM oT "'[oy
KopHuHr'* (Dow Coming)

KOMMOHEHTbI
yCcTpoicTBa

Twun KoHTaKTa C TesIoM
yenoseka
MOCTOSAHHbIN KOHTAKT C
MSATKUMU TKaHAMN W
MEXTKaHeBOW
YXXNLKOCTbIO

3alMTHbIN 3KpaH C
NEeBOV CTOPOHBI
3almTHbIN 3KpaH C
npaBoii CTOPOHbI
3aKNUM KpenexHblii
LWTndT KpenneHns
KOHTaKTHOr0 pasbema

Knew

Mopaynb KOHTaKTHbIX
pa3bemoB

dnacTuyHas BTy/Ka

MeauumrHckoe n3genne cooTBeTcTBYET cTaHaapTy 1SO 10993.

He BocnpoTBow rrca 6¢l NMCbMEHHOr0 paspelleHns KomnaHua "MeaTpoHUK VHK.

"MeaTpOHNK NHK."
* KoHhuaeHumnanbHo «

Cneundukaums v

101291001

101038007

163171003

168166003

168588001



TapupoBanHblil K1109

Marepuansi (He npenqHasHaueHb! /U1 KOHTAKTa C YEJIOBEYECKHM TEIOM):
1) Haft - nonua¢upumua 1100F-8104, cBetno-cepslit KpacHTENb

2) lllecturpanHsiii Ban - 455 Koppo3uonHocToiikas crans Kapnenrep

C 0,05% makc.

P 0,040% makc.

Si 0,50% makc.

Ni 7.50 no 9.50%

Cu 1,50 no 2,50%

Cb + Ta 0,10 no 0,50%

Mn 0,50% maxc.
S 0,030% makc.
Cr 11,00 no 12,50%
Mo 0,05% makc.
Ti 0,80 no 1,40%
Fe 6ananc
YnakoBku
YacTh yNakoBKH Marepuan
Koureiinep Be3 nokpeitua PETG Glidex
Kpblinku C nokpsurrnem Tyvek® 1073B c kieem Oliver 18B
DTHKeTKa Ha IEPBUYHON ynmaKoBKe Bymara mans crpy#iHo# nmeyarH, BeITycKaeMas KOMIaHHEH
"Green Bay Packing Inc.", CILIA
[NeyaTHas cHHAA Kpacka Cunue uepHuna, npoussoautens "Green Bay Packing Inc.",
CLUA
[NeyaTHas yepHas Kpacka a. Prime Mark/
b. Ultra V/
c. TR4085plus.

10. Ju3aiin H
BHEeWHM BUA, doTO
HJIH H306paxeHue

DNeKTPOKAPAMOCTHMYJIATOP HMIUIAHTHPYeMbil oaHokamepHbli Astra XT SR MRI SureScan, moaens X2SRO1 B cocrase:
INeKTPOKAPAHOCTHMY IATOP HMIUIAHTHpYeMbIi oaHokaMepHblit Astra XT SR MRI SureScan, mozens X2SR01

He socriposssoauTes 663 MHCLMEHHOMO PASPEINCHIA KOMIAHKK "Mexrponuk Hux.”

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU "Meaponnk Hux."

- KondpuacHumansho -



TapnpoBaHHbIA KoY

JlOKyMeHTaLuMs No NpoayKTy

He BocnpotoBoAnTCcA 6€3 NMCbMEHHOTOo paspelleHns komnaHum "MegTpoHuK UNHK.'
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU "MeATPOHNK NHK."

- KoHthngeHumanbHo -



11. Unudopmauus o | Crepunbubie 6apsepHble CHCTEMB, CocTOAIINE U3 JIOTKOB (KoHTeiHepoB) u3 IIITI (Glidex) Ge3 mOKpHITHA, MOKPLITHIX
MapKHPOBKE ¥ | KpbilKo#i u3 maTepuana nonuatuieH Taiisek ® (Tyvek® )1073B ¢ kneesbiM ciioem Oliver18B 1 cTepuaH30BaHHBIX ra3oM
ynakoBKe ITHIEHOKCHAOM. DTOT CTEpHIbHLIA GaphepHsuili MaTepHan sBiserca oOmMM 1S MHOrux Mozened uinenuii CRDM s
MEIUIIHHCKOTO pa3NMYHBIX CeMEHCTBAX MPOAYKTOB. 3HAYHTENbHAaA YacTh HCNbLITaHMA, KOTOpHlE MOAAEPXKHBAIOT HCMO/B30BAHHE
H3AENHA YNIaKOBOYHBIX MATEPHAJIOB H CTEPHILHBIX YNaKOBOK, CIeIHHYHA JUIS YTAKOBOYHBIX MATEPHAIOB U KOMILIEKTOB, a HE Ui
KOHKPETHBIX MPOAYKTOB. KOHKpeTHble NaHHbE O MPOAYKTE Ui KBATH(HKALMY CTEPHIH3ALHMH, KBATHHKAUMH CBOACTB
yNaKoOBKH, MADKHPOBKH H criciuHueckne TpeOOBaHHS K MPOXYKTY MOXHO HaATH B HicTopuu co3naHWH JOKYMEHTOB JUIA
Ka)K/I0ro OTAENbHOrO MPOAYKTa.
Crepuibinie 6aprepHsie cucremsl mii CRDM, cocrosmue u3 jnorkos u3 [I3TI (Glidex) 6e3 nokpeITis, MOKPHITHX
kpuinko# u3 Taiisexk ® (Tyvek® )1073B ¢ kneesnim cioem Oliver18B # CTEpHIH30BAHHLIX ra3oM ITHIEHOKCHIOM,
ynaxosky ans usaenuii MITHW/HUKI/CPT u ynakoBk# fuist 3/1€KTPOJAOB C BYMS TOYKAMH BBEACHHA.
Jlanee npeacraBieHbl H300paKEHHS ITHX YNaKOBOK:
@ 000 LHPMH () INFO@CIRMLRU @ WWW.GOSZDRAVNADZOR RU e e e “Meirtpotens: Huwe

- KonduacuuaasHo -




Paszmepn ynaxoBku:

1. Kpnuixa cCTepHabHON yNaKOBKH
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He 30cnpowysoanTTa 563 NHCLMEHHOND PRIpesieHin xounane “Mexrporns Huk."
& 000 LUPMM &7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU *Mearposmny b

| - Kotprmcsasmmin:



Yeprex BHEIIHEH YIIAKOBKH C pasMepaMH:

He SOCRPOHIBORMTCE 663 MICEMCHROTD PAOPELEEHILT KOMTIMMN “Mearposmx Hiec.*
& 000 LUPMM &7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU “Mearposm Hm *

- KonduacHLsamo -
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[IpuMep FTHKETKH YUAKOBKH ¢ Yicazauaol undopmansedi:
DNEKTPOKAPAHOCTHMYIATOP MMILIAHTHpYeMbiil omsokameprbii Astra XT SR MRI SureScan, monens X2SRO1
(TpancnopTHAR YIIAKOBKA H MADKMDOBKA Ha BKNaaLim-Haknelikax)

He p0cnposssoaNTCs 663 NICAMNCRROND paspesbenns xouvanms "Megrposx Hine.
& 000 LUPMM &7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU "MeaTposws His ®

- Kondeuesmianio -
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M970311A001 B « M9t>7982A001 A

O »JTIVHIHI IVledtronic

Astra™ XTSRMRI!5ureScan™ X2SR01
%ntatioﬂ

Medtronic Astra™ XT SR MRI SureScan™ Sures A

shIWWW urescan

X2SRO1 [ O0OO0000W L L X2SROL

Medtronic Astra~ XT SRMRI SureScan™

X2SR01 [T I WWWOOOOOOW

Medtronic A Astra™ XT SRMRI SureScan™ siTI WWWOOOOOOW

X2SR01 LLI SWWWOOOOOOW

Medtronic Astra™ XT SR MRI SureScan™
X2SRO1 LIJ A [S*"WWWOOOO0O0OW

Mecttronlc Astra™ XTSR MRI SureScan™"
X2SR01 >'I<A SWWWOOOOOOW

Mectoonic Astra” XT SRMRI SureScan™ Medtronic
X2SR01 [SHHWWWOOOOOOW {\stra“b* XT SRMRI SureScan ~ X2SR01
mptanubon
Medtronic A Astra™ XT SRMR! SureScan™ SN WWWOOOO00W
X2SR01 LLI. [shIWWWOOOOOOW
Medtronic Astra™ XT SR MRI SureScan™
X2SR01 [shAWWWOOOOOOW
Medtronic . Astra™ XT SR MRI SureScan™
X2SROL MIA Hwwwoooooow
Mecttronic
Mecttronlc A Astra™ XT SRMRI SureScan™ Astra™ XTSRMRISureScan’™ X2SR01
X2SR01 B [AWWWOOOOOOW lén\;)vianueon
aW:
Mecttronlc B Astra™ XT SRMRI SureScan™ SN WWWOOOOOOW
X2SR01 A SWWWOOOOOOW

Medtronic Astra™ XT SR MRI SureScan™
X2SR01 B A SWWWOOOOOOW

He BocnpoussognTca 6€3 NMCbMEHHOro paspelleHns KomnaHum "MegTpoHunk NHK.

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU "MeATpOHMK UHK."

- KoHhmnaeHunanbHo -



Medtronic VVIR A x (n

Astra™ XT SR MRI SureScan™ X2SRO01
N f|x2SR01

20 M
(01)00000000000000(17)000000(21)WW\W000000W M970311A001 5 - M967982A001 A

Medtronic VVIR 1x (17

Astra™ XT SR MRI SureScan™ X2SRO01
@ X2SR01

SureScan [sn]l WWWOOOOOOW

sBsa

PIN: WOOOWWWOOW

M970311A001 B - M967982A001 A

CTUKep Ha YNakKoBKY U3aenusi HaHocuTces B Poccuiickoli deaepaumm anst peanusalmmn npoayKra B KOMMePUECKMX
uenax (mocne nonyyeHust PermcTpaumvoHHOro YAOCTOBEPEHWs)) W COAEPXXWUT  Criedytollyto  MHGopMaLumio:

HanmeHoBaHVe n3aenms (Ha PyCCKOM si3blIKe)

MponseognTenb (Ha3BaHMe) UPN (YHMKanbHbIA HOMepP
NPOAYKTa)

CTpaHa nponcxoxaeHuns CFN n (nvueBoit Homep
3aKa3umnKa)

CM. pyKOBOACTBO MO YCTPOIACTBY
PerucrpaunoHHoe yaocToBepeHme No [aTta Bblaaum

He Bocnpoun3soanTca 6e3 NMCbMEHHOTO paspelleHns KoMmnaHum "MeaTpoHuK NHK.*

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU "MeATPOHUK NHK."

- KoHhmngeHumnansHo -



Cnepyloliunii nepeue MMBOJ/IOB NMPVMEHUM K pasfMuHbIM npody” M. [oCMOTPUTE STMKETKM Ha YNaKoBKe MPOAyKTa,

UToGbl Yy3HaTb, KaKue CHMBO/IbI MPVMMEHWMbI K HAcTOsLLEMY MPOAYKTY, a TakKXe Y3HaTb CepuiiHbIi HOMep, aaTty
MPOM3BOACTBA M CPOK rOAHOCTM MPOAYKTa.

il N3OENNA n CUCTE\1bI. BknovatoLLme
\y ~ T pagnovacToTHbIE MepejaTumkn UAn npefHaMmepeHHo
B NCNOMb3YIOLLINE PAAMOYACTOTH>TO 3N1IEKTPOMArHUTH>TO

3HEpPruio A8 AUarHoCTUKN NN NIEYEHUSA, JO/DKHbI NMETb
MapKUPOBK>' B BUJE 3HaKa HEMOHU3NP OLLEN paguat

31a MMKMPOBKa COOTBETCTBMA OTHOCUTCHA K Npoa”~Taam, ang ,

KOTOpbIX 6bLUa NpoBefeHa 06s3aTeNlbHasA npoueaypa
cepTumKaumnm

12. MeTogp! n CemeincTBo m3gennii mnnaHTupyemblx Bogutenen putma (MBP) Azure n Astra ycnewHo npoLusio arTectaymio B npouecce

YC/I0BUS 30-MuHyTHOW cTepunmsaymm 100 % 30 B COOTBETCTBMMU C MPOU3BOACTBEHHLIMU JOoKyMeHTamn SMO (W1000285) n MJC
cTepunusanmn, (POD 000123) nnm no60ro aKBMBasIeHTHOro npouecca 30-MUHYTHONM cTepunmnzaymm 100 % 30 KomnaHun «MeaTPOHUK.
nojaep>xnsatoLLue YpoBeHb 06ecneyeHnsi CTEPUIbHOCTY, MPEBbILLIAIOLLIAI JocTuraeTcs, Korga cemeinctso msgenuin IBP Azure n Astra
CTEPUILHOCTL  (Ana  MPOXOAAT CTEPUNM3aLMI0 C KOH(Urypaumeit sarpysku «MBP» B8 SMO (W1000285) n 8 MJC (POD 000123). CemeiicTBy
CTEPUNBHBIX nsgenuin MBP Azure n Astra TpebyeTcs, Kak MUHMMYM, 2 Yaca NPUHYANTENbHOM aspaunmn HarpeTbiM BO34yXOoM nocne 1-
MeAULIMHCKUX KpaTHOW CTepuamsaunn, 1, Kak MUHUMYM, 8 4acoB MPUHYAUTENIbHON aspaun HarpeTbiM BO34YXOM Mocne 2-X U 5-KpaTHOM
U3aenuin) cTepunmnsaummn. MakcumasibHOe OMYCTMMOe BpeMs NMPUHYAUTENIbHOM aspauumn HarpeTbiM BO34YXOM cOCTaB/isieT 16 yacoB

Nnocne Kaxkaoro unkna crepuansagnin.

Bce BHyTpeHHVE M BHellHMe TpeboBaHusa 6blin cobnogeHbl. CemeincTBo n3genuini UIBP Azure n Astra aTTecTOBaHO A/1A
cTepunamsaumm B TedeHune oT 140 5 30-MUHYTHBIX LMKNOB cTepunmsaumn 100 % 30.

13.  MMopsgok wn CobniojaiiTe MecTHble NpaBuna AN Hajnexalleq yTWM3auvy 3TOro MpogykTa. He yTunusupyiiTe 3TOT NpOAyKT B
YC/IOBUS W3B/IEYEHUs] HECOPTMPOBAHHOM MYHULIMMa/IbHOM NMOTOKe 0TX0/0B. TOT NPOAYKT COAePXMT MaTepuasibl, KOTOpble MOFYT HaHeCTU Bpej

n yTunmsauuy  OKpyxkatoweri cpege. Cm. Http://recycling.medtronic.com s nosy4eHns MHCTPYKLUMIA MO NPaBUIbHOW YTUAN3aLUN 3TOTO
MeAMLIMHCKOr 0 npojyKTa.
u3nenvs MpumnTe K CBELEHWNIO CeAY oL Y0 MHPOPMALIMIO, OTHOCALLYIOCA K 3KCMIaHTauuu 1 yTuan3aummn ycTponcTsa:

e YT06bl NpeaoTBPaTUTL HAHECEeHWe HeafeKBaTHbIX PaspsaoB, Mepef SKCMIaHTauueir, YMCTKO M TPaHCMOPTMPOBKON
YCTPOCTBA NPOBEANTE €r0 OMPOC U OTK/IUNTE AETEKLMIO TaXapuTMun.

e Tlocne cMepTM nauMeHTa YCTPOWMCTBO [O/IXKHO OblTb 3KCMJIAHTUPOBAHO. B HEKOTOPbIX CTpaHax W3B/eYeHue
MMNMAHTUPYEMbIX YCTPOCTB, paboTatowmx oT 6aTapeid, NpeAnuCbLUAETCA 3aKOHAMW 06 OXpaHe OKpY)atolei cpeabl.

He Bocnpoun3BoakTcs 6€3 NMCbMEHHOro paspeLlleHns kKomnaHmm "MearpoHuk MHk.’
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

"MenTpoHUK MHK."
- KoHdhmaeHumansHo »



YTO4YHHTE HEOOXOMMK: 3Th H3BJICYEHHS COTNIACHO MECTHOMY 3aKOHG;aTenbcTBY. Kpome TOro, npu CXXKHraHWM MM MpH
KpEMalLlHH YCTPOACTBO MOXET B30OPBAThCA.

e Wmnnantupyembie ycTpolicTBa Kopriopauuu Medtronic npeaHa3sHayeHb! TONBLKO JUIS OJHOPa30BOro HCMonb3osaHHa. He
CTEpPHIH3YHTe U HE UMILUIAHTHPYHTE MOBTOPHO IKCIIAHTHPOBAaHHEIE YCTPOHCTBA.

e OG6pauaiitece B koMnauuio Medtronic a1 nomydeHus HabopoB s BO3BpaTa MO MOYTE, 4TOOLI BEPHYTH
3KCTUIAHTHPOBAHHbIE YCTPONCTBA IS HCC/E0BAHHA M YTHIM3ALMH. AZIpeca yKa3aHbl Ha 3aHel CTOPOHE 00/IOKKH.
Mpumedanue: VYTUIM3AUMS  OKCNIAHTHPOBAHHBIX YCTPOHCTB MM  JEKTPOAOB  PErYJIMPYETCA  MECTHLIMH,
rocyaapcTBEHHbIMH H deiepaNbHBIMH PaBHIAMH

Knacc orxonos — B (B cOOTBETCTBHH C ASHCTBYIOIHMM 3aKOHOAATENLCTBOM P®) mocie KOHTaKTa ¢ OPraHH3MOM, A Ui
OTXOJ0B HE KOHTAKTHPYIOLUHX C OpraHH3MOM

14. HUudopmauus ob

M3roToBUTENE
MEIHLIMHCKOrO
ycTpoiicTsa (Ha3BaHHe,
anpec MecTa
HAXO0XKACHHS,
NoYTOBbIH anpec,
HoMep TenegoHa,
azpec mecTa
fIpOU3BOACTBA)

OpraHu3aHOHHO-NPABOBAR GOPMa H MOTHOE HAHMEHOBAHHE IOPHIAHIECKOTO JIHUA:

Komnauus Medtronic Inc., USA (Mearpouuk Uuk., CLLA)

Aapec (MeCTOHAX0XKACHHE) IOPHAHYECKOTO JIHLIA:

710 Medtronic Parkway N.E. Minneapolis, MN 55432, USA (710 Mearpouux [lapkys#t H. E. MunHeanonuc, wrar
Munsecota 55432, CLLIA)

Tenedonnnie HoMepa:

Ten.: +1 763 514 4000;

®akc: +1 763 514 4879;

Azpec 31eKTPoHHO#H NMOYTHI IOPHAHYECKOTO JTHUA (€C/IH HMEETCH):

http://www.medtronic.com/contact-us/index.htm

MecTa npon3BoaACTBa MEAHILHHCKOrO H3IEJIHN:

1.Medtronic Europe Sarl, Route Du Molliau 31, Case Postale, 1131 Tolochenaz, SWITZERLAND

2. Medtronic Puerto Rico Operations Co., Juncos Road 31, Km. 24, Hm 4, Ceiba Norte Industrial Park, Juncos PR 00777
USA

15. Knaccudpuxauus
MEAHIIHHCKOrO
H3Jenus:

Knacc onacHOCTH, 3aBHCSAIHHA OT BO3MOXHOIO PHCKA, CBA3AHHOIO C HCHOJIB30BaHKEM MeAHUHHCKOro Hiaenus - KIIACC 3
/11

Knacc anextpobesonacHocTy, GesonacHocTH npu paboTe C nasepaMH M HHBIMH THNAMH ONMAacHBIX (akTopoB (mpu HX
HaJIHYHH)

Knacc 6e3onacnoctu nporpammuoro obecneuenus: C (cornacio M3IK 62304)

Tun KoHTakTa ¢ OpraHu3MoM — [TOCTOAHHBI KOHTAKT C MATKHMH TKAHAMH H MEXTKaHEBOH! XHUAKOCTBIO.

Tun paboueii wacTu: aHanornyHo CF;

CTepHIBHOCTB: CTEPHIILHO.

Knaccudukauus, B 3aBUCHMOCTH OT BO3MOXHbIX MOCIEACTBHI HEHCNPAaBHOCTEH NPH HCMOJIB3OBAHHH H3AEIHA: A

Knacc MEeAHLMHCKHX OTX0J0B: B 1711 0TXOMOB mocne KOHTaKTa ¢ OpPraHM3MoM, A I OTXOMOB HE KOHTaKTHPYIOLIHX C
OpraHH3MOM

16. Tun koHTakTa ¢
OpraHH3MOM (TEoM)
4eJI0BEKa

[TocTOAHHBIH KORTAKT ¢ MATKUMH TKAaHAMH H MEXTKAHEBOH XHIKOCTBIO
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He socnpomssoasTea 663 MUCLMEHHOTO PaspCIICHAUR KOMNAHKK “Mearpoxnk Hix.*
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17. MeTogpbl n

cnoco6bl ans
Ae3H(eKLMN n
cTepumM3aLmn

18. Cpok cnyx6bl

19. Ycnosus
AKCM/TyaTaumm:

20. YcnoBusi
TPaHCMOPTUPOBKN U
XpaHeHus

21. TpeboBaHMA
YCTaHOBKe n
MOHTaXKY.

22. MapaHTWiHbIE
obsA3aTeNbCTBa

23. lNepeyeHb
BHYTPEHHUX n
MEXYHapPOAHbIX
HOPMaTVBHbIX
[OKYMEHTOB /
CTaHJapToB

HenpumeHnmo.
MeauunHCKoe 13fenme of4HoPa3oBoro MUCMo/b30BaHUA.

Cpok cnyxo6bl -18 mecsues.

Vicnonb3yeTca B MeAUUMHCKOM Y IeHe6HO-NPOINIAKTUYECKOM YUPEXKAEHUIAX.

CneayeT 1crob30BaTh TOMLKO MOA HaboLeHNeM KBaTM(IMLMPOBaHHBLIX Bpayel,

BHYTpPeHHAA TeMnepaTypa Tena 32 °C-42 °C, snaxkHocTb 80-100%

BasoBas CKOpPOCTb, YacToTa UMMY/NbCOB TeCTa, AUTENBbHOCTL UMMY/bCa YU aMnnuTyda UMMybca OCTaloTCA B Mpeaesiax
0XMaaeMblIx AOMYCKOB, KOrja TemrepaTypa yCTPOMCTBa COCTaB/SeT 0T 22 ®C o 45 ®C. UyBCTBUTE/IbHOCTb MPY 00bIYHbIX
YCNoBUAX, M3MepeHHas npy Temnepatype 37°C MOXKET M3MEHUTLbCA Br/I0Tb A0 1 % Ha oavH °C npu M3MEeHeHUU B
AnanasoHe oT 2®C 0 45RC.

BHUMaTeNIbHO cob/tofaiTe aTM peKoMeHZaumm npu obpaLleHnn Win XpaHeHnn ycTpoicTea. HeT gpyrux TpeboBaHUA K
XpaHeHWIo 3a NpefesiamMmy TeMMepaTypbl HALLIMX MEXKNPOMECCUOHA/TBHBIX TPYTIT:

XpaHuTe 1 TpaHCNopTUPYiTe YrNakoBKy npu TemnepaType oT -18°C o +55°C

HenprmeHmo

FfapaHTUMpPOBaHHbLI CPOK XpaHeHNs -18 mecsues

CCblJIKU HA CTAHOAPTbBI HAMMEHOBAHWE COOTBETCTBUVE
PEB3N CTAHOAPTA TPEBOBAHUAM
EN 556-1 Crepunmsaups MeaMUMHCKMX  [1o/IHOe COOTBETCTBUE TPe6oBaHMAM
YCTPOMWCTB. TpeboBaHuA K
MeANLNHCKUM yCTpOIicTBaM,
KOTOpble [O/DKHbI ObITb
MapKMpoBaHbl KaK «CTepu/ibHbIe».
YUacTb I TpeboBaHus K
MeAVLIMHCKUM N30ennam,
noA/iexxaLLym KOHeYHoM
cTepunmsaLmmn
1SO 15223-1 M3nennsa megmumHcekme. CumBosbl,  [1onHOe coOTBETCTBME TpeboBaHNAM
NMPUMEeHsEMbIE MPU  MapKUpoBaHUN
Ha MeAULIMHCKNX N30enusix,
9TUKETKAX WU B COMPOBOANTE/ILHOM
JOoKyMeHTauun. Yactb 1 OCHOBHbIE
TpeboBaHWA

He BocnpotBoAKTCA 6€3 MMCbMEHHOTO paspelleHnss KoMnaHum "MeaTPOHUK VHK.

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU "MeATPOHMK MHK."

- KoHdmaeHunanbHo -
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EN 1

ISO 5841-3

ENISO 10993-;

EN ISO 10993-7

ISO 11135

ISO 11607-1

ISO 11607-2

WHopmauuss,  npegoc  Mrisieviast

Npoun3BoAUTENEM MeANLINHCKMX
n3aennia
VMnnaHtbl  gnsa xupyprm - -

CepaeyHble KapaMOCTUMY/IATOPbLI W

YUactb 3 HwuizkonpogmbHble
pasbembl (1S-1) s
NMMNaHTUPYEMbIX
KapAnoCTUMYNSATOPOB
Buonornyeckas OLleHKa

MEAVNUMHCKNX m3gennii - Yactb L
OLeHKa 1 TeCTUPOBaHKe B npoLiecce
yrpaB/ieHNs: PUCKaMK,

OLeHKa 610/10rNYeCKOro
BO3LeNCTBMA MeANLIMHCKNX
mgenuii. Yactb 7. OcTaTOuHOe

cofep>kaHve 3TWIEHOKCHaa nocse
cTepum3aLmm
Crepunusaums NPOAYKTOB
MEeAULIMHCKOro HasHayeHus. OKcug
aTuneHa. TpeboBaHUA K paspaboTke,
Ba/M4aLMN 1 PYTUHHOMY KOHTPOSIHO

npouecca  cTepuaMsaumn ons
MeAVNLMHCKMX YCTPOCTB.

YnakoBKa Aans N30enuni,
nognexatumx (hMHa/TbHOM
cTepynmsaumn - - YacTb 1
TpeboBaHNA K Martepuaniam,

cUcTeMaMm 3alUMTbl CTEPUIBHOCTU N
cvctemMam yriakosky (1ISO 11607-

1:2006)
YnakoBKa MeULIMHCKUX W3O,
CTEPU/IN3YEMbIX Ha 3aBepLLatoLLEN
CTagum npomsBoAacTBa. Yactb 2.
TpeboBaHMA K OLEHKe MpOLEeccoB
(bopMMpOBaHUS, FepMeTM3aLMM  ”
cbopKM

He BocnpooBoAKTCA 6€3 NMCbMEHHOIO pa3peLleHns KomnaHum “MeaTpoHuK UHK.'

"MeadoHUK NHk."
- KoHhuaeHumanbHo -

MosiHoe COOTBETCTBME TPebOBaHNAM

Mo/1HOe COOTBETCTBME TPeOOBaHNAM

NonHoe cooTBETCTBUE TPEGOBAHMAM

NonHoe cooTBeTCTBME TpGﬁOBaHVIFIM

NonHoe coOTBETCTBUE Tpe6OBaHVIFIM

MonHoe coOTBETCTBUE Tpe6OBaHI/IFIM

NMonHoe cooTBETCTBME Tpe6OBaHI/IFIM



ENIS 1971

Meanuusckie A3NCILA -
[TpumeneHue yrnpasieHHS PHCKAMH
K H3JCITANM MEMIMHCKOTO
HajHadeHHA

TonHoe coOTBETCTRHE TPeOOBAHHAM

EN 45502-1

AKTHBHBIE HMIUTAHTHPYEMbIC
MeaHuuHCcKkne ycerpoticrea, Yacts 1:

Obmue TpeboBaHHA K
Ge3omacHOCTH,  MapKMpPOBKE K
undopMaumy,  mpeaocTaBIAeMOH
MPOH3BOAUTENIEM

TMonuoe cooTBETCTBHE TPEOOBAHHAM

EN 45502-2-1

AKTHBHHE EMIUIaHTHPYEMBEIS
MeauIHCKIe ycTpoltcrsa. Yacts 2-
1: OcoGnie TpeGoRaHUR K AKTHBHEIM
HMIUIAHTHPYEMBIM  MCRHLMACKEM
YCTpPONCTBAM,  NPEJHA3HAYCHHBLIM
ang  nedeHus  OpagmapaTMuHi
(KapAHOCTUMY INTOPEL)

[Monuoe cooTseTCTBHE TPEOOBAHUAM

EN 60601-1

MemiuuHckoe EeKTPHUECKOL
obopynopanne - Yacte 1: OCmme
TpeGoBaRHs K ©6c30macHOCTH H
OCHOBHBIM pabonum

[Tonxoe cooTBeTCTBHE MyHKTY 14

EN 60601-1-6

MeauuEHeKoe
oGopynosanue - Yactu 1-6: Obmue
Tpebonanus K 6a3oBoii
6e30MacHOCTH H OCHOBHEIM
(PYHKIHOHANBHBIM
XapaKTEPUCTHKAM -
obecnevyenus:
NPUMCHEHUS

XapaKTepPHCTHKAM
INCKTPHEECKOE

Cranpapr
Yaobereo

Monunoe cooTpercTBAE TPCOOBAHHAM

EN 62304

IlporpaMmuoe obecocucEne UK
ME/THIUHCKHX ycTpoficTs.
[Tpouecchl  KM3HEHHOTO  LHKNA
nporpaMMHOro obecneyeHus

ITonHoe COOTBETCTBHE TPEOOBAKHAM

EN 62366

Measuuackue npuGopEL.
[TpoexTupopanue MENHIMHCKHX
H3neauit c yHeTOM
IKCIUTYaTallgOHB0H OPHrOAHOCTH

[MonaoE COOTBETCTBAE TPCOOBAHHAM
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He BOCHPOMSORANTCN 6¢3 (TUCHMEHNOND PRIPCIECHIE KOMAMNY "MoxTporux Hux.”
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24.
HOAAEPKKH
KIYEHTOB

CryxGa

Obcayxupanne

Komnanua Medtronic uMeer B CBOEM pacnoOpsXCHHH BHICOKOKBAIRQUUMPOBAHHLIX MpeACTaBHTENCH H HHKECHEpHO-
TexHHYecKult nepconan. CnenHamcTsl KOMNAHARK paboTaloT B pasHAIX CTPaHaxX MO BCEMY MHPY M rOTOBBI NIPEOCTABUTS
ofcmyxuBaHHe, 8 TAKKe, 10 OTACNLHOMY 3ampocy, oOeCnevyHTs NOArOTOBKY H O0yueHHe MEZHUMHCKOrO MEpcoHana,
MMEIOLLIETNO OTHOIICHHE K HCNOMb30BaHKIo u3aenuit Medtronic. Kpome Toro, xomnanns Medtronic pacneonaraer mrarom
BLICOKONPODECCHOHANBHBIX CIEHHANTHCTOB, MPEAOCTABNAIONX TEXHAYECKHE KOHCY IETALHY NOs3oBaTenaM Hinennit. [ina
nony4euns 6onee noapoGHoH undopmaunn npocuM obpamarTsca K Gnxaiiwemy npeAcTasxTeTio koMnanrk Medtronic no
OXHOMY H3 TeJICPOHHBIX HOMCPOB HIIH IO AIPECy, YKA3AHHOMY HUKE.

Medtronic USA, Inc,

710 Mexrponux [Mapxysit H. E. Munreanonuc, urrar Muntecora 55432, CILIA

[IpenocrasneHue HHpOpMaUYH TALHEHTAM:

Becruiarnsiii 3ponok: +1 800 551 5544

(7.00 — 18.00, noHeACNLHUK-NATHHIIA, HEHTPANLHOE NOSCHOE BPEMA)

[peacrasureancrae koMnaunn 8 Mockse:

000 «Mexrposug»

Poccuiickaa ®enepaunsn, 123317, Mocksa,

[Ipecuenckas Habepexnas, 10

Ten.: +7 495 580 7377 +7 495 580 7377 FREE

daxc: + 7 495 580 7378

E-mail: info.russia@medtronic.ru

Unreprer-caittel: www.medtronic.eu, www.medtronic.ru

Anpeca OpHCHBIX NPEACTABHTENLCTB koMNaHHE Medtronic 8 pasHBIX CTpaHax MEPA HMEIOTCA N0 CCRUIKE:
http://www.medtronic.com

He socnposmesomrca MCIHORO PRIPETICHIA KOMTIMIR “Motposec Hinc *
& 000 UWHPMI (&7 INFO@CIRMIRU @ WWW.GOSZDRAVNADZOR RU v Ges ca “MeTepostn Hx.”

Hnx.
« Konuacunsansso -




IIpunoxenue Nel k Texuuueckoi HHpOpMALIHH

IIapameTpb! H3geans
V=B
mV =mMB
ms = Mc
min = MMH
min ' = Mun
Q=0m
kQ = kOm
uF = Mx®

JNeKTPOKAPAHOCTHMYIATOP MMILIAHTHPYeMblil ogHokaMepHbif Astra XT SR MRI SureScan,
moaeas X2SR01
5.1 HacTpoilkH IKCTPEHHOr0 peXxHMa

Tabauna 11. DkcTpeHHble HacTPOHKH pexknma VVI

[apamerp 3navenns aan Bbibopa
Pacing Mode (PexuM 3/1eKTpoKapAHOCTHMY JIALIHH) VVI

Lower Rate (Huxuss yacToTa) 70 min™!

RV Amplitude (AMnnnTyna uMmynsca ctumyssiumu IDK)® 6V

RV Pulse Width (JInutensHocTs My bca cTHMyIsmH [DK)? 1,5ms

RV Pace Polarity (ITonspHocts ctumynsunu IDK) Unipolar (MoHononspHstit)
V. Blank Post VP (XKemynoukosslit cieno#t nepnon nocine 240 ms

WKETYLOUKOBOH CTHMYJIALIHH)

Rate Hysteresis (I'ucrepesuc 4acToTsl) Off (Briku)

V. Rate Stabilization (Cta6unu3aums xeayIoukoBOoro purma) Off (Beix)

MPT SureScan Off (Boixi)

® Ecnu ans napamerpa RV Amplitude (AMnauTyna ummyibea B IDK) 3anporpaMmupoBato 3HaueHue 8
V, To cTuMyNsuus B pexxume VVI BoimosiHseTcs ¢ aMrmuTyo#t 8 V u AnHTeNbHOCTBIO HMAYIbca 1,2 ms.

5.2 HanoxeHHe MarHuTa

Korna psaoM ¢ ycTpoficTBOM pa3MelnaeTcs MarHMT, pPeXHM CTHMYJSLUMH H3MEHseTcd C
3anporpamMmmuposanHoro Ha VOO, a yacToTa CTHMYIALHH H3MeHseTcs Ha 100 min~' Ha nATH coKpameHui,
a 3aTeM H3MeHseTca Ha 85 min~! (£ 2 min™") unm 65 min~' (= 2 min™'), kax onucaHo B KOHLE 3TOrO pasaena.
Korza psnoM ¢ ycTpo#CTBOM noMeInaeTcs MarHuT, IETEKLMA TaXHapHTMHUil npruocTaHaBnuBaetcs. Eciu
y6paTh MarHHT, TO yCTPOACTBO BO3BPaTHTCA K CBOEH 3anporpaMMHpoBaHHOH pabore.
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Ecnm ycTponcTBO paboTaeT B CTaHAAPTHbIX YCIOBUSX, YacToTa CTUMYNSiumMM cocTaBnsieT 85 min'™ (700
ms), a Mpu MOSIB/IEHUN MHAMKATOpa PEKOMEHA0BaHHOro BpeMeHW 3ameHbl (PB3) ww nipu cbpoce
YCTPOCTBa OHa 6yAeT paBHa 65 min'™ (920 ms).

MpyMeYdaHne: Ecnv mexxay YCTPOMCTBOM M MPOrpamMMaTopoM YCTaHaB/IMBAETCA TeNIEMETPUS W PEXVM
MPT SureScan 3anporpammmpoBaH Ha On (BK/1.), TO paboTa MarH/UTa He NPOUCXOANT.

5.3 lMapameTpbl geTeKUNN TaxmapuTmMmn

Tabnuua 12. MapameTpbl ASTEKUMM TaXnapuTMnn

MapameTp Mporpammupyemble 3Ha4eHUA Mpwn oTrpy3ke  [Mocne
cbpoca

MorunToprHE KT Monitor*~ (MOHUTOPWHT); BbIkn Monitor Off

WHtepsan  moHuTopuHra KT 280: 290 ... 360<” ... 500 ms 360 ms 360 ms

[yacToTal *

UyscTBUTENBHOCTE DK 0,45; 0,60 mV (x 50 %); 0,90; 1,20; 0,90 mV 2,80 mV

2,00; 2,80; 4,00; 5,60; 8,00; 11,30
mV (x 30 %)
BunonapHana: 0,90™ mV

MoHononapHasa: 2,80 mvV
“M3MepeHHble MHTepBa/Tbl YMEHbLLIAKOTCA [0 3HaYeHus], KpaTtHoro 10 ms (Hanpumep, 457 ms oKpyrnseTcs
[0 450 ms). YCTPOMCTBO MUCMO/b3YET 3TO OKPYINIEHHOE 3HAYEHWE NHTEPBa/a, Koraa NpuMeHsIeT
3anporpaMM1pPOBaHHbIe KPUTEPUM N PaCCUUTLIBAET CpeaHME 3HaYeHUA NHTEPBasIOB.
*3Ta HaCTPoKa NPUMEHSIETCA KO BCEMY CEHCUHTY B JaHHON Kamepe: U AN AeTeKUMM TaxmapuTmmiu, 1
[/19 NPoNeziyp CTUMY/IALUA Npy 6pagnkapamn.
® YCTpOMCTBO COOTBETCTBYET TpebosaHusM SO 14708-2, Korga Ans nopora uYyBCTBUTENbHOCTYU
3anporpamMmMmmpoBaHo 3HayeHve 2,0 mV Wi BblLLe.

5.4 [MapameTpbl Tepanun

MapameTp lMporpammupyemble 3Ha4YeHUA Mpwu oTrpyske  [locne
cbpoca
Mode (Pex«im) WIRe» ; WI; VOO; OVO Wi Wi
Lower Rate (Hwx. 6a3.4act.) ® 30: 35 ... 60'8> :70:75 ... 150miir' 60 min™ (1000 65 min™
(£2 min'™) ms) (923 ms)

*COO0TBETCTBYHLLMIA VHTEPBA/T HKHEN YaCTOTbl MOXET ObIThb BbIMUC/EH C/EAYHOLLIMIM 06pPa3oMm:
NHTEPBa/T HYKHEM YacToTbl (ms) = 60 000/HMKHAS YacToTa.

Tabnuua 14. Mapavetpbl Tepanun MK

MapameTp MporpammMmupyemble 3HadeHns  pun oTrpyske  llocne copoca
RV Amplitude (MK 05;075 ... 1,25V (+0,125 V /- 35V 6V
amnnTyza) 33%) 1,50 ... 3,5~ ... 5; 55; 6;

8V (+15%/-33%)*
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RV Pulse Width
(AnuT.mmnynbca MXK)
RV Sensitivity

(YyscTtBuTENbHOCTL MR*™

RV Pace Polarity (MonspHocTb
MK crum.)
MonapHocTb MK ceHcnHra

RV Lead Monitor (MOHUTOPWHI
anekTpoga MK)

Min Limit (MvHUMasbHbIA
npegesn)
Max Limit (MakcMa/ibHbINA
npegesn)

*Ecnm MK amnnntyga pasHa 8 V, 1o 4mt. TDK nmnynbca go/mkHa 6bimb MeHbLUe 1,3 ms.

0,03; 0,06 ms (x10 ps);
0,1, 0,2; 0,3; 04"~ ..
(£25 ns)

0,45; 0,60 mV (¥50%); 0,90 ;
I,
I, 30 mV (£30%)
MoHononspHas: 2,80*™ mvV
BunonapHasa: 0,90 mV
BunonspHas, moHornonspHas

15 ms

BunonspHas, MoHornonspHas
ToNbKO MOHUTOP., AJAMTUBH.

200" ; 300; 400; 500 I1

1000; 1500; 2000; 3000 1

0,4 ms

0,90 mV

20; 2,00; 2,80; 4,00; 5,60; 8,00;

HactpavBaemas™*™
HactpaviBaeviast™™
Monitor  Only
(Tonbko
MOHUTOPWHT)
200 1M

3000 I

15 ms

2,80 mV

MoHononspHas

MoHononspHas

Monitor  Only
(Tonbko
MOHUTOPWHT)
2000

3000 N

~ 3Ta HacTpoliKa NPUMEHSIETCS KO BCEMY CEHCUHTY B IAHHOW Kamepe: W Ans AeTeKUMN Taxvaputmimn, 1
A/151 NpoLieayp CTUMY ISILIMK NP 6paanKapan.
3HaueHvre Configure (HacTpanBaemasi) 0TOBpaXKaeTCsl, KOrAa yCTPOCTBO aBTOMATUYECKW HACTpavBaeT
MO/ISPHOCTb 3M1EKTPO/A NPU UMIIAHTALMK. 3TO 3HAUEHME HeMlb3si MEHSTTD.

Tabnumua 15. MapaveTpbl ynpasneHVs 3axsaToMm putma MK

MapameTp

RV Capture Management
(YnpaBsneHve 3axBaTom puTMa
MK

RV Amplitude Safety Margin
(MpaHnua 6e30nacHoCTH
amnmMTy bl NMMNysibca
ctumynsaumm M)

RV Minimum Adapted Amplitude
(MyHMMaibHaA  afanTypoBaHHasA

aMnnTyga nUMINysbca
ctumynaumm M)
RV Acute Phase Remaining

(OcTaBLLUeecs KOMMYECTBO [Hel

ocTpoii thasbl MXK)

Tabnmua 16. Cnenble neprogpl
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IMporpammupyemble 3Ha4eHUSA Mpwn

OTrpy3Ke
Adaptiven (AnanTveHble); Adaptive
Monitor ~ (MoHuTOpuHr);  Off (AzanTvBHbIE)
(BbIkn)
1,5x; 2,0x”™ ; 2,5x; 3,0x 2,0x
1,0; 1,5;20<B> ;2,5;3,0;3,5 V 2V
Off (8w «n); 30; 60; 90; 120'¢> ; 120 days
150 days (gHeik) (BHew)

MNocne
cbpoca
Off (Bbikn)

2,

2V

120
(aHein)

days



MNapameTp

>Kcnen, nepmog nocne VP

>Kcnen. nep. nocne VS

MporpammupyemMble 3Ha4EHUS

150; 160 ... rOO'B' ... 320 ms (+5;
-30 ms)

120~ ;130 ... 170; 200; 220; 250;
280; 300; 320 ms (+2; -30 ms)

Tabnvua 17. MNapameTpbl YaCTOTHO-a4anTUBHOW KapanoCTUMYNSLMN

MapameTp

Upper Sensor Rate (BepxHas
YacToTa CeHcopa)

ADL Rate (Yactota npu
MOBCEAHEBHOM aKTUBHO CT)

Rate Profile Optimization
(OnTrmmsaupms npouns
YacToTbl)

ADL Response (Peakuns Ha

NOBCEAHEBHYO aKTUBHOCTb)

Exertion Response (Peakuus Ha
(pr3nYeCKyO HarpysKy)

Activity  Threshold (Mopor
aKTUBHOCTN)

Activity Acceleration (YckopeHue
aKTVBHOCTI)

Activity Deceleration
(3amep/ieHVe aKTMBHOCTN)

ADL Setpoint (3apaHHoe
3HayeHMe 419 MOBCEAHEBHOM
aKTVBHOCTI)

UR Setpoint (3agaHHoe 3HauyeHue
BEPXHEN YaCTOTbl)

Tabnuua 18. MapameTpbl yHKUMKM Conducted AF Response (OTBeT Ha npoBeieHHYH P )

NapameTp

Conducted AF Response (Otser
Ha npoBefeHHy0 PI)
Response Level (YpoBeHb 0TBeTa)
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MporpammupyemMble 3HAUEHUS]

80; 85 ... 130*8> ... N5 min'™ (2
min'"’)

60; 65 ... 95~ ... 170 min-" (%2
min'"’)

On*» (Bkn); Off (Bbricn)

1;2; 3<e>:4;5

1;2;3'7;4,5

Low (Huskuin), Medium Low”"
(CpegHe HuskumiA), Medium High
(CpenHe BbICOKMWIA). High
(BbICOKMiA)

15;30<”™ ;60s

Exercise"” (Pu3nyeckan
Harpyska); 2,5; 5; 10 min

5,6 ...40;42 ... 80

15; 16 ... 40; 42 ... 80; 85 ... 180

MNporpammupyemMble 3Ha4eHUs
On (Bkn); O ff™ (Bbikn)

Low  (Huskui); Medium”
(CpezHnit); High (Bbicokwi)

Mpwn
0TrpysKe
200 ms

120 ms

Mpwn
0Trpyske
130 min'™

95 min'"

On (Bkn)

3
3

Medium Low
(CpepHe
HU3KWI)

30s

Exercise
(Puzmyeckasn
Harpyska)

18

40

Mpn
OTrpy3Ke
Off (BbIkr)

Medium
(CpegHuin)

Mocne
cbpoca
240 ms

120 ms

Mocne
cbpoca
120 min-*

95 min

Off (Bbikn)

3
3

Medium Low
(CpepHe
HU3KWIA)

30s

5 min

18

40

Mocne
cbpoca
Off (BbIkn)

Medium
(CpegHwin)



Maximum Rate (Makc.4acToTa)

80; 85... 110'~ ... 130 min-'

Tabnuua 19. MapaveTpbl CTaOUN3ALMN XKENYA0UKOBOA YacTOTbI

MapameTp
V. Rate Stabilization
(Crabunuzaups YacToThbl

COKPALLEHWIA YKeNyJ04KOB)
Maximum Rate (Makc.4acToTa)

LLlar yBennyeHus nHtepsania

Mporpammypyemble 3HaUYeHNS

On (Bkn); O ff™ (Bbikn)

80; 85 ... 100™ ...120 min™
100; MO ... 150> ... 400 ms

Tabnuua 20. MapameTpbl QyHKUMN Sleep (CoR)

MapameTp

Sleep (CoH)

Sleep Rate (YactoTta ctumynsumm
BO CHe)

Bed Time (Bpemsi 0TX04aKo CHY)

Wake Time (Bpems
NPo6YXXaeHNS)

MporpamMmMmpyemble 3HaueHns!

On (Bkn); O ff™ (BbIkn)

30; 35 ... 50~ ;55; 60; 70; 75 ...

100 min“*
00:00; 00:10 ... 22:00'$" ... 23:50
00:00; 00:10 ... 07:00'$" ... 23:50

Tabnnua 21. MapameTtpbl MPT SureScan

MNapameTp

MPT SureScan

MRL1 Pacing Mode (Pexxum cTum.
npyn MPT)
UacTtoTta ctum. npn MPT

MporpammMmrpyemble 3HaUYeHNS

On (Bkn.); Off (Bbikn.)
VVOO; OVO

60; 70; 75; 80... 120 min™

Tabnunua 22. JononHUTebHbIE YHKUMM CTUMYNALMA

MapameTp

["ncTepesnc YacToThbl

5.5 MapameTpbl cbopa AaHHbIX

MapameTp

NcToyHK MM 1
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MporpaMmmupyemMble 3HaYeHUS:

Bbikn” ;30; 40 ... 80 min"™*

Mporpammupyemble 3HaUeHMs

Can Kk RVring; RVtip Kk RYning*™ ;

RVtip k Can

110 min *

MNpwn
0Trpy3ske
Off (BbIkn)

100 mn'™*
150 ms

Mpwn
OTrpyske
Off (Bbykn)

50 min™

22:00
07:00

Mpwn
OTrpy3Ke
Off (BbIkr)

Mpwn
0Trpy3sKe
Boricn

Mpwn
OTrpys3Ke
RVtip
RVring

110 min'™*

Mocne
cbpoca
Off (Bbikn)

120 min'"
150 ms

MNocne
cbpoca
Off (Bbikn)

50 min"™*

22:00
07:00

Mocne
cbpoca
Off (Bbikn)

Mocne
copoca
Bbikn

Mocne
cbpoca
RVtip
RVring



AnanasoH 3MM 1 +1; +2; +4; B<0> ; £12; +16; 32 O MV

mV

VcTouHMK MM 2 Can K RVring; RVtip k RVring; RVtip kCan
RVtip kCan”

Avianason MM 2 H1; £2; #4; 81 ; £12; +16; £32 T MV
mV _

cTouHmK 3TM 3 RVtip K RVring: Can k RVring™~ : Can KRVring
RVtip k Can

AvanasoH 3MM 3 +1; 42; +4; 80> ; £12; +16; +32 B MV
mV

MokuTop. ML n 3rM2~ 5 arML g ML m
3rM3; 3rM2 1 3rM3 Irmz

3I'M fo Havana apuTMAn Boikn™~ : Bkl - 1 mecsiy; Bk - 3 BbIKI
MecsiLg; B NOCTOSHHO

Mopor OptiVol 30; 40; 50; 60"~ ...160; 170; 180 60 O-AHel
O-aHel

[Jata/Bpems ycTpoicTea » (BbIGEPUTE YaCcoBOI MOSAC) —

XO/TTEp. TeNeMeTpus Buiki'e’ ;0,5; 1;2;4;8; 16; 24; 36; BbIKI
46 4

+8 mV

RVtip k Can
8 mV

Can K RVring
+8 mV

arMmi n
ArM2

Bbren

60 O-aHe

BbIkn

®YMeHbLLeHMe nopora OptiVol caenaeT ycTpoiicTBo Gosee YyBCTBUTENbHBIM K U3MEHEHWSIM COCTOSIHIAS
YPOBHS1 YKNAKOCTW B IPYHOI NonocTy nauyeHTa. MoBbnneHve nopora OptiVol MoXeT 3aaepXmBaTh Uin
MPensITCTBOBAaTb 06GHAPYXKEHWIO YCTPONCTBOM 3HAUMTE/bHBIX U3MEHEHWIA COCTOSTHIISI YPOBHST YKMAKOCTU B

rPYAHO NMOMOCTY MaLyieHTa.

3HaueHVs BpeMeHW U AaTbl, XPaHSILLIMECS B 3arUCSX 3MM30A0B, U Apyrie JaHHbIe ONpeensitoTca Yacamm

napameTpa "‘[ata/Bpems ycTpoiictea'".

5.6 NapameTpbl TecTa CUCTEMDI

Tabnuua 24. MNapameTpbl NPOBEPKN CUCTEMbI

MapameTp

3HayeHuA oA Bbibopa

MapameTpbl NPOBEPKM Nopora CTUMyNALnm
Amplitude (Amnnutyga); Pulse Width (OauTensHOCTb

Test Type (Twvn TecTa)

Kamepa
YMeHbLL. nocne

RV Pace Polarity (MonspHoctb DK
CTUM.)
Mode (Pexxum) ®

Lower Rate (Hwk. 6a3. yacT.)
RV Amplitude (MX-amnnnTyga)
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MMMy bCa)
MK

2; 3 ... 15 nmnynbcos
MoHononspHas, bunonspHas

WI; VOO
30; 35 ... 60; 70; 75 ... 150min-*
0,25; 0,5 ... 5;5,5; 6; 8V



RV Pulse Width (4T, umnynsca I>K)  0,03; 0,06; 0,1; 0,2 ... 1,5 ms
V. Pace Blanking (Cnen. nep. >Xctum.)  150; 160 ... 320 ms
MapameTpbl TecTa Sensing (CeHCUHT)

Mode (Pexum)® WVI; OVO

Lower Rate (Hwk. 6a3. yacT.) 30; 35 ... 60; 70; 75 ... 120 min"™"
“ BblovMpaeMble A5 3TOM0 MapameTpa 3HayeHVs 3aBUCAT OT  3anporpamMMUPOBAHHOIO  peXxMma
CTUMYISLAN.

5.7 MapameTpbl 3N1eKTPONN3MONONNYECKOTO UCCIEA0BAHUS

MNapameTp 3Ha4veHUA 418 Bblbopa

VHTepBa 100; 110 ... 600*B> ms

AMRMTY A2 1;2;3;4<" ;5;6;8V

Aomt, nvnyneca 0,10; 0,20 ... 050" ... 1,50 ms
Tabnuua 26. MapaveTpbl UHAYKUMA M0 NpoToKony PES

MapameTp 3HayeHunA onA Bblbopa

#51 1;2 ... .. 15

SISl 100;110...600<” ...2000ms
S182 Boik; 100; 110 ... 400™ ... 600 ms
5253 BbIkn<” ; 100; 110 ... 600 ms
S354 Bbika” ; 100; MO ... 600 ms
AmMnnntypa 1;2;3;4<S>;5;6;8V
[NVTeNbHOCTL UMMy ibCa 0,10; 0,20 ... 0,50 ... 1,50 ms

Tabnuua 27. ObLe napamMeTpbl BbIMO/IHAEMON B py4HOM pexxume ATC

MapameTp 3Ha4veHUA 419 BbI6opa
MuHVUMaIbHBIN HTepBanT (>kenyaovkosas ATC) 150:160.,.200'e>...400ms
Amplitude (AMnnntyga) 1:2...6'B>:8Y

Pulse Width ([ mTenbHOCTb UMMy bCa) 0,10: 0,20 ...1,50'~ ms
MapameTp 3Ha4yeHus ans Bblbopa

Kamepa MK

MNapameTpbl Tepanun no npoTokosry Ramp B MK

Kon-Bo nmn. 1:2 ... 6<N ... 15
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WHTepBan %oRR
YMeHbLLL./UM.

50; 53; 56; 59; 63; 66 ... 84; 88; 91; 94; 97'B> %
0; 10"~ ; 20; 30; 40 ms

Tabnuua 29. MapameTpbl Tepannn No NPOTOKo/Y Burst B py4HOM pexxmme

MapameTp
# Pulses (Konmnyectso UMMy bCOB)
%RR Interval (MHTepBan RR, B %

3HaueHus Ansi BblGopa

1;2 ...8~ ... 15
50:; 53; 56; 59; 63; 66 ... 84; 88'B>; 91; 94: 97%

Tabnnua 30. MNMapameTpbl Tepanum No NPOTOKO/Ty Ramp+ B py4HOM pexxume

MapameTp

# Pulses (Konnyectso MMIynbCoB)
R-S1 (%RR) (MHTepBan R-S1 (B %001
nHTepBasia RR))

S1-S2 (%RR) (NHTepBan S1-S2 (B %601
nHTepBasia RR))

S2-SN (%RR) (HTepBan S2-SN (B Y%o0T
nHTepBasia RR))

5.8 Henporpammupyemble napamMeTpbl

MNapameTp

Mopor npexaeBpemMeHHOro CcobbITus  4/1A
nogcyeta XXK3C un npoberkek XK3C
MNapameTpbl 060pya0BaHUSA

Mpegen 4yacToThbl
3amThI)
BxogHoW nmnepaHc

cTumynaumMn — (pyHKUmMA

EMKOCTb 3(ptheKTMBHOM CTUMYNALMN
PekomeHyemoe Bpems 3ameHbl (PB3)
Mopor HanpspkeHWs1 baTapen

3HaueHus gnsa Bblbopa
1;2;3™ ... 15

50; 53; 56; 59; 63; 66 ... 75/ ... 84; 88; 91; %4;
97%

50; 53; 56; 59; 63; 66; 69 ... 84; 88; 91; 94; 97%

50; 53; 56; 59; 63; 66<3$" ... 84; 88; 91; 94; 97%

3HauyeHune
95%0

200 min '

150 L MUHUMabHLINA
4uE (£10%0)

<2,63V

Tabnuuya 32. Henporpammumpyemble napameTpbl 418 pexxuma MPT SureScan

MapameTp
AmMnauTyga cTumynagmm

LnTenbHOCTL UMnybca
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3HayeHne

3anporpaMMUpOBaHHOE ~ 3HaYeHWe  amUTyabl
CTUMYNISLUMM Npn > 5'V;

5 V, ecaM  3anporpamMMyMpoBaHHOE — 3HaYeHue
aMnNAnTyabl CTUMYNSUMN < 5V
3anporpaMMMpPOBaHHOe  3HaudeHWe [A/INTe/IbHOCTU

yMysbca npu > 1 ms;



1 ms, ecmm 3anporpaMMHpPOBAHHOE 3HAYCHHE
JUTMTENBHOCTE MMNTYIbea < | ms

YyBCTBUTENBLHOCT 3anporpaMMHpPOBAHHOE 3HAYCHHE

Bxoanoi amMnenanc 150 k2

Tpenen YacToTH CTHMYIAIHY 200 min™

EmkocTb 2 dexkTuBHOM cTUMYNAUUH 4 uF (£10%)

Cnenoit nepuon

Pexum OVO 3anporpaMMApPOBAHHOE 3HAYCHHE CNENOTO NEPHONA

Pexxum VOO
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Hannwiit nepesod ¢ anaunickozo AILIKA HG PYCCKUL AINK ERORNEN MNOH, nepesoduxom TAMOHOBOR
EBTEHHEN CEPIEEBHOH, udenmuunocmy nepesoda nodmeepacdao

Poccuiickan @edepayus

T'opod Mocxea,

Headuams namozo dexabpa dee muicayy deeamnadyamozo 200a.

A, Kpunosa I0aun Bnaau;wma, #omapuyc 20poda Mockeu, caudemeasCcmeyIo NOOAURNOCTIL NOONUCY,
nepesodvuuxa JAMOHOBONR EBIrEHHHA CEPIEEBHDI, nodnuce coenana & moes npucymemsuy.
JTunocme nodnucasuwe20 OOKYMERm YCMmaHOGRENA.
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Poccuiickan depepaupst Mopog Mocksa
ABOATL GRIVOO R0 "BETHB-ETHOTTOTY R
9 Kpbinosa KOwst BnagymmposHa, HoTapuyc ropoga MockBbl,
CBUIETE/bCTBYI0 BEPHOCTL KOMMW C MPEACTaB/IEHHOTO MHE
[JOKyMeHTa.
3aperveTprposaHo Bpeectpe: N 77/719-HTT- 9019-

BabIcKaBO rocy/ipnCTBEHHON MOLLIVHG| (TD Tapudy):
MVereHD 38 OKasaHye YTy MPBBO0BONO V1 TEXH/HECKOO XapaKTe;
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